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Dr. Reddy's Laboratories, Ltd. and Dr. Reddy's Laboratories, Inc. (hereinafter referred to 
collectively as "DRL"), submit this memorandum in opposition to Apotex's Motion for 
Temporary Restraining Order and/or Preliminary Injunction. 

INTRODUCTION 

DRL is the first AND A filer on GSK's antiemetic drug ondansetron. DRL filed its 

ANDA in 2001, including certifications under paragraph IV that the four GSK patents listed in 
the Orange Book for ondansetron were invalid, unenforceable or would not be infringed by 
DRL's generic ondansetron. GSK sued DRL on August 24, 2001 for infringement of the '578, 
'628 and '789 patents, and after years of discovery and motion practice, the case was tried 
beginning in May 2004. Subsequently, the parties settled the litigation in June 2006, prior to 
the rendering of any decision. DRL was never sued on the '658 patent, presumably because 
DRL's notice letter made it clear that DRL's ANDA product would not infringe the '658 
patent because it avoided the particle size limitations of the patent. DRL anticipates receiving 
180-day marketing exclusivity for having been the first paragraph IV ANDA filer with respect 
to the '658 patent. 

Apotex is a late ANDA-filer on ondansetron - filing its ANDA after DRL's trial on the 
merits. As such, it could not enjoy exclusivity for ondansetron. But Apotex had a plan: It 
would attempt to trigger the exclusivity of the first- filer so that exclusivity would run during a 
time that other patents prevented any generic manufacturer from selling ondansetron, putting 
Apotex on an equal footing with other ANDA filers, including the first-filer. Rather than make 
clear their noninfringement of the '658 patent in their notice letter, as required by 21 U.S.C. 
§ 355(j)(2)(B)(iv)(II), Apotex withheld relevant information in order to provoke a lawsuit by 
GSK. Only after it was sued (but notably prior to any discovery in the case) did Apotex make 
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its particle size information available to GSK and obtain a stipulated dismissal under Fed. R. 
Civ. P. 41. Apotex, as it has done before in other cases (unsuccessfully), sued FDA here in an 
attempt to declare the first-filer's 180-day exclusivity triggered by its stipulated Rule 41 
dismissal, so that it can receive approval at the same time as the first-filer. 

While this is DRL's first time in this Court on this issue, it is deja vu for the other 
parties. Earlier this year, Apotex tried the same ploy in connection with its ANDA on the drug 
pravastatin. Notwithstanding the fact that FDA ruled that a stipulated dismissal is not a court 
decision that triggers the 180-day exclusivity, and that this Court as well as the Court of 
Appeals for the D.C. Circuit agreed, Apotex is at it again. All of the pertinent issues presented 
in Apotex' s motion were decided by this Court against Apotex in ApoteXy Inc. v. FDA, No. 
06-0627, 2006 U.S. Dist. LEXIS 20894 (D.D.C. Apr. 19, 2006) {"Apotex /"), affd, 449 F.3d 
1249 (D.C. Cir. 2006) {"Apotex IF) {Apotex I is appended as Attachment 1). Apotex 
ultimately has no chance of success on the merits of its action to overturn the FDA's 
November 3, 2006 letter ruling. 

The FDA's reasoned conclusion that Apotex's Rule 41 stipulation of dismissal of 
GSK's patent infringement lawsuit did not trigger the 180-day exclusivity is based squarely 
on FDA's April 11, 2006 letter ruling to Apotex, which was considered and approved by this 
Court, and which was in turn affirmed by the D.C. Circuit. As this Court made clear in 
Apotex /, FDA's interpretation of the court-decision trigger provision of the Hatch-Waxman 
Act is based on the plain text of the statute, is justified by the policy choices left by Congress 
to the FDA's discretion, and is subject to substantial deference under Chevron^ U.S.A., Inc. v. 
Natural Res. Def. Council^ Inc., 467 U.S. 837 (1984). In any event, it is not enough for 
Apotex merely to quibble with the FDA's reasoning. To secure immediate relief it must show 
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it is likely to prevail in its argument that a private agreement embodied in a Rule 41 
Stipulation of Dismissal acknowledging that there is no infringement and requiring no court 
action constitutes a "decision of a court . . . holding the patent . . . not infringed." Apotex 
cannot possibly make that showing. 

The only conceivable distinction between this case and the pravastatin case that led to 
the FDA's April 11, 2006 letter ruling is that in this case the underlying action that was 
dismissed by stipulation between the parties was a patent infringement action brought by the 
innovator, whereas in the pravastatin case the underlying action that was dismissed by 
stipulation between the parties was a declaratory judgment action for noninfringement 
brought by Apotex. This is a distinction without a difference, and it was rejected by the FDA 
in its November 3, 2006 letter ruling. (The FDA's November 3, 2006 letter ruling is attached 
as Exhibit 1 to the accompanying declaration of Brian K. McCalmon ("McCalmon DecL"). 
The FDA's April 11, 2006 letter ruling is McCalmon Decl. Ex. 2.) 

The FDA set forth its "holding-on-the-merits" standard for whether a court order is 
sufficient to trigger the start of a 180-day exclusivity in its April 11, 2006 letter ruling. FDA 
required "a court decision with an actual 'holding' on the merits that the patent is invalid, not 
infringed, or unenforceable. The holding must be evidenced by language on the face of the 
court's decision showing that the determination of invalidity, noninfringement, or 
unenforceability has been made by the court." (McCalmon Decl. Ex. 2, at 2.) There is 
nothing in the FDA's reasoning requiring an actual holding on the merits which would be 
impacted by whether the action was a direct infringement suit or a declaratory judgment 
action. 
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In applying this standard to Apotex's stipulation of dismissal here, FDA stated in the 

November 3, 2006 letter ruling: 

It is not enough that the order reflects the views and commitments of the 
parties. The court itself has to have made a substantive determination on the 
merits of the patent claim. As its title ("Stipulation of Dismissal Pursuant to 
Fed. R. Civ. P. 41") reflects, the stipulation of dismissal was the mechanism 
by which the parties sought and received dismissal of the case because, in their 
view, there was nothing left for the court to decide. The court was not asked 
to resolve the dispute on the merits and did not do so. In short, the stipulation 
of dismissal does not reflect a holding by the court on the merits of the patent 
claim. 

(McCalmon Decl. Ex. 1, at 4.) 

This Court has already concluded that "FDA's interpretation of its statute and 
implementing regulation is reasonable." Apotex /, 2006 U.S. Dist. LEXIS 20894, at ^43. The 
GSK-Apotex Rule 41 stipulation of dismissal ("GSK Stipulation") recites agreements between 
the parties, but was self-executing and required no court consideration, deliberation or decision 
at all. (The GSK Stipulation is McCalmon Decl. Ex. 3.) Indeed, while the GSK Stipulation 
incorporates a separate agreement between Apotex and GSK by reference, the separate 
agreement was not filed with the court. 

As this Court previously held (relying on, inter alia, the U.S. Supreme Court's decisions 
in Kokkonen v. Guardian Life Ins, Co,, 511 U.S. 375, 381 (1994) ("[a] judge's mere awareness 
and approval of the terms of the settlement agreement do not suffice to make them part of [the] 
order"), and Buckhannon Bd, & Care Home v. West Virginia Dep't of Health & Human Res,, 
532 U.S. 598 (2001)), a stipulated dismissal cannot possibly be the decision of a court and thus 
cannot trigger DRL's exclusivity - for the simple reason that such a dismissal "lacks sufficient 
judicial imprimatur to transform it from a private agreement between the parties into a finding of 
fact made by a district court." Teva Pharms, USA, Inc, v, FDA, 398 F. Supp. 2d 176, 191 (D.D.C. 
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2005), vacated and remanded by AA\ F.3d 1 (D.C. Cir. 2006). With this judicial backdrop, Apotex 
cannot carry its burden of establishing that FDA's ruling was arbitrary and capricious. 

Nor can Apotex satisfy the other requirements for a preliminary injunction. This Court 
squarely addressed this exact issue when it denied Apotex' s motion for injunctive relief in the prior 
pravastatin litigation. As the Court stated then with respect to irreparable injury: "Apotex' s 
speculative sales loss thus remains an economic loss that does not meet the irreparable harm 
standard. So, too, its concerns about a lost market share fall well short of the serious, irretrievable 
damage to its business required to warrant a preliminary injunction . . . ." Apotex /, 2006 U.S. Dist. 
LEXIS 20894, at '''56-57. With respect to the intervenor's injury, the Court found that "unlike the 
harm that Apotex allegedly faces, the potential injury that the intervenor-defendants face is not 
'merely economic' Rather, they stand to lose a statutory entitlement, which is a harm that has 
been recognized as sufficiently irreparable. . . . Once the statutory entitlement has been lost, it 
cannot be recaptured." Id. at "^58 (citation omitted). Finally, the Court found that "the balance of 
hardships clearly tips against granting Apotex emergency injunctive relief that it seeks." Id. at 
'"'59-60. Plainly, a party with exclusivity at stake has substantially more to lose than Apotex - who 
will either launch with numerous competitors in late December if it wins or with numerous 
competitors six months later if it loses. Apotex's alleged harm of approximately $1 1.7 million {%ee 
Apotex Br. at 14-15) is not only contrived, but was found insufficient in the pravastatin case. 

At bottom, nothing has changed since this Court grappled with these issues and decided 
the pravastatin cases involving Teva and Apotex earlier this year. Having rejected Apotex's 
interpretation of the Hatch- Waxman Act and its arguments in favor of injunctive relief in 
pravastatin, the Court should reach the same result with respect to generic ondansetron. 
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BACKGROUND 
L Statutory and Regulatory Landscape 

This case involves the Drug Price Competition and Patent Term Restoration Act of 1984 

(popularly known as the Hatch- Waxman Act) and the FDA's regulation and interpretation of 
what this Court has termed "an ambiguous statute in this complex arena." Apotex /, U.S. Dist. 
LEXIS 20894, at '"'42. The Hatch-Waxman Act was enacted "to expedite the process by which 
companies gain approval to sell generic versions of already- approved brand-name drugs . . . ." 
Purepac Pharm, Co, v. Thompson, 354 F.3d 877, 879 (D.C. Cir. 2004). The Act "eased the 
process of generic drug approval by allowing companies seeking to market generic versions of 
approved drugs to submit Abbreviated New Drug Applications ('ANDAs')." ApoteXy Inc, v. 
FDA, 393 F.3d 210, 212 (D.C. Cir. 2004). "If the ANDA establishes both that the active 
ingredient in the proposed drug product is the same as the active ingredient in the previously 
approved drug and that the proposed product is bioequivalent to the approved drug, the ANDA 
applicant may rely on the safety and effectiveness data contained in the original NDA [New 
Drug Application]." Apotex, Inc. v. Thompson, ?>A1 F.3d 1335, 1338 (Fed. Cir. 2003) (citing 21 
U.S.C. §§ 355(j)(2)(A)(ii), (iv)). The statute requires NDA applicants to identify any patent that 
claims the drug that is the subject of the NDA. The FDA lists this information in its "Approved 
Drug Products with Therapeutic Equivalence Evaluations" publication (known as the "Orange 
Book"). Id. 

ANDAs must address patents that cover or might cover the relevant drugs, a requirement 
that can be satisfied through one of four "certifications" that explain why the FDA should 
approve the application. See Purepac, 354 F.3d at 879 (citing 21 U.S.C. § 355(j)(2)(A)(vii)). 
This case involves the "paragraph IV certification," which states "that such patent is invalid 
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or will not be infringed by the manufacture, use, or sale of the new drug." 21 U.S.C. 
§ 355a)(2)(A)(vii)(IV)/ 

"In essence, applicants use paragraph IV certifications to challenge the validity of 
brand-name manufacturers' patents," Purepac, 354 F.3d at 879, an action that is a key part of 
the incentive structure underlying the Act. "In order to encourage paragraph IV challenges, 
thereby increasing the availability of low-cost generic drugs," id,, "[t]he Act rewards the first 
manufacturer to file an approved ANDA containing the certification in paragraph IV by 
giving it a 180-day period of marketing exclusivity, which begins with the earlier of the 
applicant's first commercial marketing of the generic or when the applicant pr^va//^ in a suit 
over infringement or the validity of the patent covering the branded drug." Ranbaxy Labs. 
Ltd V. Leavitt, No. 06-5154, 2006 WL 3289050, at *2 (D.C. Cir. Nov. 14, 2006) (emphasis 
added) (citing 21 U.S.C. § 355G)(5)(B)(iii)-(iv)) (appended as Attachment 2). 

As discussed further below, the meaning of the so-called court-decision trigger has 
been the subject of extensive litigation. In a series of cases involving Teva and, for the most 
part Apotex as well, the federal courts in the District of Columbia have reviewed the FDA's 
interpretation of the court-decision trigger. See, e.g., Teva Pharms. USA v. FDA, 182 F.3d 
1003 (D.C. Cir. 1999) ("Teva /"); Teva Pharms., USA, Inc. v. FDA, No. 99-5342, 2000 WL 
1838303 (D.C. Cir. Nov. 15, 2000) (unpublished disposition) ("Teva //")(appended as 
Attachment 3); Teva Pharms. USA, Inc. v. FDA, 441 F.3d 1 (D.C. Cir. 2006) ("Teva ///"); 
Apotex /; and Apotex II. 

In Teva II, the D.C. Circuit found that the FDA's interpretation of the court-decision 
trigger "fail[ed] for want of reasoned decisionmaking." Teva II, 2000 WL 1838303, at '"'2. In 



' This case also involves, tangentially, the "paragraph III" certification, where the ANDA 
applicant seeks approval upon patent expiration. 
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Teva III, the D.C. Circuit held that "FDA mistakenly thought itself bound by" the decisions in 
Teva I and Teva II, and directed it to "bring its experience and expertise to bear in light of 
competing interests at stake and make a reasonable policy choice." Teva III, 441 F.3d at 5 
(internal quotation and citations omitted). 

In response to the court's directive, the FDA reconsidered its position and, on April 11, 
2006, issued a "fifteen-page, single-spaced remand decision" that not only "thoughtfully 
deconstruct[ed] the multifaceted implications of the estoppel and holding-on-the-merits 
approaches, but it also sufficiently addressed each of the three concerns raised in Teva I and 
recalled in Teva Ilir Apotex I, U.S. Dist. LEXIS 20894, at ===52-53. 

In its decision, the FDA adopted a textual approach, based on the plain language of the 
statute, stating that only a decision of a court holding on the merits that a particular patent is 
invalid, not infringed or unenforceable would suffice to trigger the 180-day exclusivity period. 
(McCalmon Decl. Ex. 2, at 2.) The FDA further interpreted "holding" to be "evidenced by a 
statement on the face of the court's decision demonstrating that the court has made a 
determination on the merits [as to the] invalidity, noninfringement, or unenforceability [of the 
relevant patent]." {Id.) In sum, the FDA concluded that the 180-day exclusivity period can 
only be triggered by a "decision-on-the-merits approach." 

Immediately thereafter, Apotex challenged the FDA's rulemaking decision in the 
pravastatin case. In that case, Apotex, again a late-filer, challenged the FDA's April 11, 2006 
ruling that a Stipulated Order dismissing its case was not a holding on the merits and therefore 
did not trigger the 180-day exclusivity period. This Court, in Apotex I, affirmed summarily by 
the D.C. Circuit in Apotex II, rejected Apotex' s position, and held that the FDA's "court- 
decision trigger" interpretation was reasonable. Apotex I, U.S. Dist. LEXIS 20894, at '"'27-43. 
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II. Factual Background 

A. The ANDA Filings 

The reference-listed drug upon which DRL based its ANDA is GSK's prescription 

drug Zofran® (ondansetron). GSK listed four patents in the Orange Book in connection with its 
Zofran® ondansetron product. Three of them, U.S. Patents Nos. 4,695,578, 5,578,628, and 
4,753,789 (the '578, '628 and '789 patents, respectively), are now expired. The last, U.S. 
Patent No. 5,344,658 (the '658 patent), expires on September 6, 2011 (with pediatric 
exclusivity expiring on March 6, 2012). 

DRL was the first ANDA applicant to file a paragraph IV certification with regard to 
each of these patents in connection with an ANDA seeking approval to market ondansetron 
tablets in 4 mg, 8 mg and 24 mg strengths. The '658 patent is, however, the only patent relevant 
for 180-day marketing exclusivity purposes since the marketing exclusivity which attached to the 
other patents expired along with those patents. 

In response to DRL's certification, on August 24, 2001 GSK instituted suit against DRL 
in the United States District Court for the District of New Jersey, alleging that by filing ANDA 
No. 76-183 DRL infringed three of the four Orange Book patents - the '578, '628 and '789 
patents. GSK later amended its complaint to sue DRL on a non-Orange Book process patent, the 
'720 patent. By instituting suit on the '578, '628 and '789 patents, GSK received a 30-month 
stay of approval of DRL's ANDA No. 76-183. GSK did not institute suit against DRL alleging 
infringement of the '658 patent. DRL, however, filed a counterclaim of non-infringement of the 
'658 patent and, in response, GSK provided DRL with a covenant not to sue. The '658 patent 
was thereafter eliminated from the case when DRL did not include the '658 patent in its 
invalidity counterclaim when it answered GSK's amended complaint that added the '720 patent. 
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DRL and GSK spent several years litigating the matter. Extensive discovery was taken 
and summary judgment motions were filed. A nine-day bench trial was held before the 
Honorable Jose Linares beginning in May 2004. Following trial, the '578 and '628 patents 
expired in January and February of 2005. Closing arguments were held in June 2005. 

With the '789 patent due to expire on June 24, 2006, GSK and DRL entered into a 
comprehensive agreement settling their ondansetron litigation concerning both the Orange Book 
and non-Orange Book patents. Pursuant to this agreement, on or about June 22, 2006, a 
Stipulation of Dismissal was filed. GSK provided to DRL certain covenants not to sue, the effect 
of which (together with expiration of the '789 patent-in- suit) will be to permit DRL, effective 
December 24, 2006, to launch sales of its ondansetron 4 mg, 8 mg and 24 mg product, subject 
only to FDA approval of DRL's ANDA No. 76-183. 

B. The '658 Patent 

The '658 patent at issue in the lawsuit between GSK and Apotex claims, inter alia, 

ondansetron crystals with a specific particle size distribution. (McCalmon Decl. Ex. 4 ('658 
patent), claim 8). Significantly, an ANDA applicant's product that is not within the claimed 
particle size range would not be subject to a good faith infringement claim by GSK. Indeed, it is 
not difficult to develop a crystalline form of ondansetron outside the claimed range, as did the 
many ANDA filers that Apotex claims are ready to launch their product. 

By statute, ANDA applicants are required to notify GSK of the factual and legal basis for 
an assertion of non-infringement of the '658 patent. It is only with this information that GSK 
could properly determine whether an infringement action was warranted, since unlike in an 
ordinary patent case, there is no existing "accused product" for the patent owner to examine. 
DRL provided this information to GSK and was not sued on the '658 patent. Apotex did not 
provide GSK with proper information regarding the crystalline size of its ondansetron product, 
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despite knowing full well that its product was outside the scope of the claims of the '658 patent. 
Thus, because Apotex did not comply with its obligations under the Hatch-Waxman Act to 
provide GSK with a detailed factual and legal basis for its non-infringement position regarding 
the '658 patent, GSK had no choice but to file suit against Apotex for infringement of the '658 
patent. After the litigation was commenced, but prior to any discovery, Apotex apparently 
provided GSK with the relevant information and the parties stipulated to a dismissal of the 
complaint. The stipulation was entered into even before the Initial Scheduling Conference 
occurred. 

C. Background of the Present Suit 

By letter dated August 31, 2005, Apotex requested that the FDA confirm that Apotex' s 

ANDA would be approved at the expiration of GSK's pediatric exclusivity period for the '789 
patent, and that any 180-day generic marketing exclusivity period associated with the '658 patent 
was triggered by the May 25, 2005 Stipulation dismissing GSK's infringement action against 
Apotex. (The August 31, 2005 letter is Exhibit B to the Declaration of Arthur Y. Tsien ("Tsien 
DecL") submitted in support of Plaintiff's Motion for Temporary Restraining Order and/or 
Preliminary Injunction). Apotex reiterated its request in a letter dated August 29, 2006, 
threatening immediate judicial action if the FDA did not take any action by September 14, 2006. 
(Tsien Decl. Ex. C.) Apotex argued that under the FDA's April 11, 2006 administrative 
decision, the May 25, 2005 GSK Stipulation qualifies as a triggering court decision. 

On November 3, 2006, the FDA denied Apotex' s request to deem the start of the 180-day 
exclusivity period to have been triggered by the May 25, 2005 GSK Stipulation. The FDA 
thoroughly reviewed the GSK Stipulation in light of the holding-on-the-merits standard set forth 
in its April 11, 2006 letter ruling approved by the D.C. Circuit in Apotex 11. Specifically, the 
FDA found "[t]he GSK suit was dismissed by an agreement between the parties; the court never 
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issued a holding on the merits of the patent claim. It is clear, therefore, that this dismissal does 
not constitute a court decision trigger under the holding-on-the-merits standard." (McCalmon 
Decl. Ex. 1, at 4.) The ruling also found the holding-on-the-merits standard applicable to patent 
infringement suits as well as the declaratory judgment actions referenced in the FDA's April 11, 
2006 letter decision. {Id. at 4 n.4.) 

On November 6, 2006, Apotex commenced the present case against FDA and moved for 
injunctive relief, and DRL intervened shortly thereafter. 

ARGUMENT 
L Apotex Has No Likelihood of Success on the Merits 

If there "is no basis for a judgment" that the movant "is likely to succeed on the merits of 

any of its claims ... it is clear that a preliminary injunction is unwarranted." Tenacre Found, v. 
INS, 78 F.3d 693, 696 (D.C. Cir. 1996). Apotex has no likelihood of success on the merits. This 
Court (Bates, J.) has told it that. Apotex /, U.S. Dist. LEXIS 20894, at *53 ("Apotex is, 
accordingly, unlikely to prevail on the merits of its claim. . . ."). The D.C. Circuit has told it that. 
Apotex II, 449 F.3d at 1253 ("In short, Apotex has little likelihood of succeeding on the merits of 
its claim."). The result here must be the same. 



The similarity of Apotex' s arguments here to the arguments it asserted in Apotex I and Apotex 
//raises the question why Apotex believes it should obtain a different result this time around. It 
also leads to a suspicion that Apotex may be holding something back for reply. This would be 
improper. See Natural Resources Defense Council, Inc. v. EPA, 25 F.3d 1063, 1072 n.4 (D.C. 
Cir. 1994) (refusing to consider challenge to administrative record raised for first time in reply 
briefs; parties must raise all their arguments in opening briefs to prevent "sandbagging" and give 
opposing counsel the opportunity to respond); Canady v. Erbe Elektromedizin GmbH, 307 F. 
Supp. 2d 2, 10-11 (D.D.C. 2004) (striking summary judgment briefs and ordering rebriefing in 
which "parties must place their best arguments and supportive evidence in their opening briefs"). 
The Court should not consider any new arguments that Apotex first raises in reply. 
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A. Apotex's Attempt to Relitigate the FDA's Interpretation of the Court- 
Decision Exclusivity Trigger Is Barred by Collateral Estoppel 

Apotex should be barred on grounds of collateral estoppel (issue preclusion) from 
challenging yet again the FDA's interpretation of the court decision exclusivity trigger set forth 
in the Hatch- Waxman Act. In any event, because issue preclusion is likely to bar Apotex's 
current claim, Apotex cannot show substantial likelihood of success on the merits. See Newdow 
V. Bush 355 F. Supp. 2d 265, 272 (D.D.C. 2005). 

"The objective of the doctrine of issue preclusion (also known as collateral estoppel) is 
judicial finality." Yamaha Corp. v. United States, 961 F.2d 245, 254 (D.C. Cir. 1992) (affirming 
district court decision that appellant was precluded from relitigating the issue that U.S. Customs 
regulations were invalid under the Tariff Act because these identical issues had already been 
litigated and resolved by a different district court in a different case); see American Iron & Steel 
Inst, V. EPA, 886 F.2d 390, 397 (D.C. Cir. 1989) (barring relitigation of challenge to EPA 
regulations). 

The criteria for establishing the preclusive effect of a prior holding are (1) the same issue 
must have been contested and submitted for judicial determination in the prior case; (2) the issue 
must have been actually and necessarily determined by the court in that prior case and (3) 
"preclusion in the second case must not work a basic unfairness to the party bound by the first 
determination." Yahama Corp., 961 F.2d at 254. 

All of the prerequisites to collateral estoppel are met here: (1) Apotex contested and 
submitted for judicial determination the FDA's interpretation of the court-decision exclusivity 
trigger both in this Court and in the D.C. Circuit in the pravastatin matter (see Apotex Br. at 8 
n.6 (acknowledging that it "challenged the lawfulness of FDA's April 11, 2006 administrative 
ruling in connection with the drug pravastatin")); (2) the court-decision trigger issue was actually 
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and necessarily determined by both courts in the pravastatin matter; and (3) issue preclusion 
would not be unfair to Apotex here. 

With respect to the third requirement, "[a]n example of such unfairness would be when 
the losing party clearly lacked any incentive to litigate the point in the first trial, but the stakes of 
the second trial are of a vastly greater magnitude." Yamaha Corp., 961 F.2d at 254. Apotex had 
every incentive to litigate the matter in the pravastatin case, and did so vigorously. Indeed, the 
D.C. Circuit acknowledged, "The stakes are high." Apotex II, 449 F.3d at 1249. Nonetheless, 
the actual "damage" numbers that Apotex asserts are modest for an ANDA case and are 
substantially the same in the two actions: $1 1.7 million here versus $9.9 million in the 
pravastatin case. (Compare Mclntire Decl. ^ 18 submitted in this case with Mclntire Decl. ^ 15 
submitted in the pravastatin case (attached as Exhibits 5 and 6, respectively, to the McCalmon 
Decl.)) Indeed, any unfairness argument would be hard to make since Apotex does not claim 
that it is entitled to any period of marketing exclusivity for ondansetron. 

Even if the Court decides to hear Apotex' s challenge to the FDA's interpretation of the 

court-decision trigger yet again, Apotex' s lack of success in the prior litigation points towards 

the same negative outcome for it in this one. 

B. The Arguments That Apotex Raises Here Have Already Been Soundly 
Rejected by the FDA, This Court and the D.C. Circuit 

Apotex tries to define this action as presenting a new issue, but it does not. Attempting to 
draw a distinction that is not there, Apotex asserts that each of the prior rulings in the pravastatin 
case, as well as those in the numerous "7>va" cases, "considered whether an order issued in a 
declaratory judgment suit brought by the ANDA applicant against the brand company, 
constituted a triggering court decision," but that, "[n]one specifically considered the impact of an 
order issued in a patent infringement action brought by the brand company against a paragraph 
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rVANDA Applicant'' (Apotex Br. at 7 (emphasis in original).) The FDA rejected Apotex's 

premise in its November 3, 2006 letter decision, stating: 

Although the holding-on-the-merits standard was announced in relation to a 
declaratory judgment action, the standard is equally applicable to affirmative 
patent infringements suits, such as the GSK suit at issue here. The standard looks 
to whether the court has made a holding on the merits of the patent claim; it does 
not consider the manner in which the dispute came before the court. 

(McCalmon Decl. Ex. 1, at 4 n.4.) Much as Apotex would like to pretend otherwise, the 

holding-on-the-merits standard for the court-decision exclusivity trigger that the FDA enunciated 

in its April 11, 2006 letter decision was a watershed event that made a clear break with its prior, 

■J 
ill-fated estoppel-based standard. It was the agency's response to the D.C. Circuit's directive in 

Teva III to '"bring its experience and expertise to bear in light of competing interests at stake' 

and make a reasonable policy choice." Teva III, 441 F.3d at 5 (citation omitted). The D.C. 

Circuit confirmed earlier this year that the FDA has now properly done so. Apotex II, 449 F.3d 

at 1252. Given the judicial landscape, there is no way that Apotex can show that the FDA's 

November 3, 2006 letter was arbitrary and capricious. 

1. The FDA Has Already Twice This Year Rejected Apotex's Arguments 

to Maintain the Estoppel-Based Standard 

Apotex nearly ignores the FDA November 3, 2006 letter decision from which it 
ostensibly appeals. (Apotex Br. at 1, 12.) As discussed above, in this letter, the FDA informed 
Apotex that the "Stipulation of Dismissal Pursuant to Fed. R. Civ. P. 41" between Apotex and 



One indication of the extent to which Apotex is living in the past is that the Table of 
Authorities of its brief denotes Teva Pharms. USA v. FDA, 182 F.3d 1003 (D.C. Cir. 1999) 
{"Teva I") as one of the cases on which it "chiefly relies." However, as this Court pointed out in 
Apotex I, "[i]t would be nonsensical if [certain language in Teva III] required the FDA to 
reconcile the results that it reached in Teva I, Teva II, and Granutec, or to justify the result that it 
reached here regarding the Apotex-BMS dismissal under the now-defunct case-by-case method." 
Apotex I, 2006 U.S. Dist. LEXIS 20894, at *45; see also id, at *33 n.7 (stating that, in the wake 
of Teva III, language in Teva I on which Apotex relied "has little continuing force"). Tellingly, 
Apotex does not even cite to Apotex I in its brief here. Although it cites to Apotex II passim, its 
Table of Authorities does not denote Apotex II as one of the cases on which it "chiefly relies." 
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Glaxo SmithKline "does not constitute a court decision trigger under the holdings-on-the-merits 

standard." (McCalmon Decl. Ex. 1, FDA Nov. 3 Decision at 4.) Rather, "As its title . . . reflects, 

the stipulation of dismissal was the mechanism by which the parties sought and received 

dismissal of the case because, in their view, there was nothing left for the court to decide. The 

court was not asked to resolve the dispute on the merits and did not do so." {Id.) 

The FDA specified that this action was taken in accordance with its April 11, 2006 letter 

decision which it attached to its November 3, 2006 letter decision, and to which it referred 

Apotex for "further guidance on this matter." (McCalmon Decl. Ex. 1 (FDA Nov. 3 decision), at 

1.) Nonetheless, Apotex professes surprise that "FDA apparently believes that its April 11, 2006 

ruling has relevance to the instant dispute." (Apotex Br. at 8.) To the contrary, the FDA April 1 1 

decision has everything to do with this litigation, as Apotex later in its brief grudgingly admits. 

{See Apotex Br. at 16 & n.9.) 

2. Earlier This Year, This Court and the D.C. Circuit Endorsed the 

FDA's Interpretation of the "Court-Decision" Exclusivity Trigger as 
Requiring a Holding on the Merits 

Apotex acknowledges that it "challenged the lawfulness of FDA's April 11, 2006 
administrative ruling in connection with the drug pravastatin," the pharmaceutical product at 
issue in Apotex I and Apotex II, and that it lost both in this Court and in the D.C. Circuit. 
(Apotex Br. at 8 n.6.) Nonetheless, Apotex asserts that it "vigorously disputes the legality of 
FDA's April 11, 2006 administrative ruling, which unlawfully restricts what types of orders are 
sufficient to trigger the start of the 180-day exclusivity period under 21 U.S. C. 
§ 355(j)(5)(B)(iv)(II)." (Apotex Br. at 16 n.9; see also id. at 19 (characterizing the FDA's April 
1 1 and/or November 3 letter decisions as "impermissible as applied to the facts of this dispute" 
and arguing that "FDA cannot lawfully take this position").) 
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As this Court stated in the pravastatin case, "Apotex's dissatisfaction with the way in 
which the agency's approach affects its interests in generic pravastatin does not offer the Court a 
sufficient basis to disturb the legislative scheme reasonably adopted by the FDA." Apotex /, 
U.S. Dist. LEXIS 20894, at ^49. And so Apotex's dissatisfaction continues. It casts itself in 
the position of spoiler, a role that it has played before. See Apotex II, 449 F.3d at 1250-51 
("Teva expected to roll out its product and take advantage of its 180-day exclusivity period. But 
one of Teva's competitors had other plans."); see also Purepac, 354 F.3d at 890 (in rejecting 
TorPharm's (now Apotex) arguments in a dispute regarding entitlement to exclusivity for 
marketing generic gabapentin, stating that "Purepac's 'advantage,' which derived simply from 
the fact that the FDA agreed with Purepac's interpretation of the statute rather than with 
TorPharm's, hardly warrants setting aside the FDA's decision."). Apotex simply refuses to take 
"no" for an answer. 

C. The Chevron Deference To Be Accorded the FDA's Decision Is at its Apex 

Review of the FDA's November 3 letter decision and the April 1 1 letter decision 

incorporated therein is governed by "the familiar and deferential two-part framework of 
Chevron, U.S.A., Inc. v. Natural Resources Defense Council, Inc., [467 U.S. 837 (1984)]." 
Mylan Labs., Inc. v. Thompson, 389 F.3d 1272, 1279 (D.C. Cir. 2004). Under the Chevron 
framework, if Congress has spoken to the precise question at issue, then Congress' intent must 
be given effect, but if the statute is ambiguous, then the question becomes whether the agency's 
position rests on a permissible construction of the statute. Id. at 1280. "When the agency 
decision is based upon its interpretation of the statute that it is charged with administering, a 
court's deference to the agency is at its apex." Apotex /, U.S. Dist. LEXIS 20894, at "^25 (citing 
United States v. Mead, 533 U.S. 218, 226-27 (2001)); see also Purepac, 354 F.3d at 889 
(confirming longstanding recognition that breadth of agency discretion is "at zenith" when the 
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challenged action relates not to ascertaining whether conduct violates statute or regulations, but 

rather to the fashioning of policies, remedies and sanctions). 

Under the "arbitrary and capricious" standard, the court's scope of review is narrow. 

Bowman Trans., Inc. v. Arkansas Best Freight Sys., Inc., 419 U.S. 281, 285 (1974). "The court 

is not empowered to substitute its judgment for that of the agency;" rather, the court is to "uphold 

a decision of less than ideal clarity if the agency's path may reasonably be discerned." Id. at 

285-86. It is up to the agency to "bring its experience and expertise to bear in light of [the] 

competing interests at stake" and make a reasonable policy choice. PDK Labs., Inc. v. DEA, 362 

F.3d 786, 797-98 (D.C. Cir. 2004). To be upheld, an agency's interpretation need not be the only 

one it permissibly could have adopted. Chevron, 467 U.S. at 843 n.l 1; Ranger Cellular v. FCC, 

333 F.3d 255, 260 (D.C. Cir. 2003). "It makes no difference, moreover, that an administrative 

determination is embodied in a decision letter, as here, rather than in a rulemaking or formal 

adjudication; Chevron deference still applies." Apotex /, U.S. Dist. LEXIS 20894, at *26; see 

Mylan Labs., 389 F.3d at 1280. 

1. In Apotex I^ This Court Conducted a Thorough Analysis of the FDA's 

April 11 Decision 

In Apotex I, this Court conducted a thorough Chevron analysis. In step one of the 
analysis - whether the relevant statutory provision, here § 355(j)(5)(B)(iv)(II), is silent or 
ambiguous with respect to the issue presented - the Court commented that "[a]ny superficial 
simplicity" regarding the meaning of "decision of a court . . . holding the patent . . . invalid or not 
infringed" was "deceptive." Apotex I, U.S. Dist. LEXIS 20894, at *28-29 ("The Court is well 
aware of the confusion that this language has caused."). Although finding a "latent ambiguity 
inherent in the terms 'decision' and 'holding,'" the Court opined that "the holding-on-the-merits 
approach arises more naturally from the statutory language than does the estoppel approach, and. 
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accordingly, is the better interpretation." Id. at '''33. Having found the statutory language 
ambiguous, however, it proceeded to step two of the Chevron analysis. 

The threshold inquiry in step two of the Chevron analysis is whether the FDA's holding- 
on-the-merits approach is a permissible construction of the statute. The Court found that the 
FDA had "correctly commenced its analysis with the plain language of the statutory provision." 
M at '^32. 

Next, the Court determined whether the FDA's approach was the product of reasoned 

agency decisionmaking. The Court pointed out that Teva III made clear that "Teva I and Teva II 

were purely procedural in nature." Id. "Hence, plaintiff's suggestion that the holding-on-the- 

merits approach itself is arbitrary and capricious is misleading - it was the agency's failure to 

justify that approach under the law that was deemed arbitrary and capricious, not the approach 

itself." Id. This time, however, in the Court's view, FDA "brought its experience and expertise 

to bear" and "has properly adopted an interpretation that hews closely to the terms chosen by 

Congress to express its legislative judgment." Id. at '"'37. The Court explained: 

By facilitating patent challenges and reducing complex litigation, the holding-on- 
the-merits approach actually furthers the very policy that Apotex claims it 
undermines-the goal of getting more low-cost generic products into the hands of 
consumers as quickly as possible. FDA's April 11, 2006 decision therefore 
constitutes a much more thorough, considered and comprehensive analysis than 
the agency undertook in Teva I or Teva II. In any event, the choice between 
competing policy concerns is for the agency, not this Court, to make .... 

Id. at '^36-37. 

Finally, the Court determined that the FDA's approach was reasonable in practice. Id. at 

'"'38 ("For many of the same reasons that the holding-on-the-merits approach is supported by 

reasoned agency decisionmaking, it is also reasonable in practice."). It also commented that "the 

estoppel approach completely ignores the language of the statutory provision, which requires a 
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decision of a court with an actual holding^ Id. at "^39 (emphasis added). The court concluded, 

"[n]ot only did the agency's fifteen-page, single-spaced remand decision thoughtfully 

deconstruct the multifaceted implications of the estoppel and holding-on-the merits approaches, 

but it also sufficiently addressed each of the three concerns raised in Teva I and recalled in Teva 

III. There is no 'want of reasoned decisionmaking' here." Id, at '''52-53 (citation omitted). 

2. In ApotexII^ the D.C. Circuit Likewise Endorsed the FDA's April 11 

Decision 

The D.C. Circuit likewise accorded Chevron deference to the FDA's April 11 letter 

decision. Applauding the FDA's rulemaking, the court stated: 

In sharp contrast to the decision at issue in Teva II [2000 WL 1838303 (D.C. Cir. 
Nov. 15, 2000)], FDA's rejection of Apotex's 'stipulation and order' as a 
triggering court decision addressed concerns identified in Teva / [182 F.3d 1003 
(D.C. Cir. 1999)]. Indeed, FDA provided entirely new justifications for declining 
to look beyond the face of a court order. To be sure, those justifications share a 
common premise with the drain-on-resources rationale laid out in the Sporn 
affidavit .... But the validity of this premise is not in question. . . . 

As FDA sees it, the uncertainty inherent in an estoppel-based inquiry would lead 
to two inter-related problems, neither of which relates to the drain-on-resources 
rationale set forth in the quite brief Sporn affidavit the agency relied on in Teva II. 
First, FDA believes that the uncertainty would 'undermin[e] marketplace certainty 
and interfer[e] with business planning and investment.' [FDA April 11 decision] 
at 14. And second, FDA worries that forcing it to parse court decisions will invite 
fruitless litigation from generic drug manufacturers seeking to trigger, or to avoid 
triggering, exclusivity periods. 

Apotex II 449 F.3d at 1252. 

Notably, the D.C. Circuit recognized that the FDA's rulemaking was meant to curtail 

exactly the type of "fruitless litigation" that Apotex initiated here with respect to the FDA's 

exclusivity determination regarding ondansetron. See id. As the court concluded, "[i]n our view, 

these perfectly reasonable propositions adequately support FDA's position that an estoppel-based 

approach to the court decision trigger is ill-advised." Id. 
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D. Apotex's Gr^nutec Argument Failed Before and Fails Again 

In Apotex II, the D.C. Circuit soundly rejected Apotex's contention that the FDA's 

April 1 1 decision could not stand because the agency failed to address "a possible inconsistency 
between its holding-on-the-merits approach and Granutec [Inc. v. Shalala, No. 97-1873, 1998 
WL 153410 (4th Cir. Apr. 11, 1998) (unpublished disposition)]." (appended as Attachment 4) 
Apotex is wrong. Not only did FDA address the Granutec issue, but it did so persuasively. . . ." 
Apotex II, 449 F.3d at 1252-53. The district court pointed out, as the FDA stated in its April 1 1 
decision, the result previously reached in Granutec would be the same under the holding-on-the- 
merits approach that applies today because "[b]y its very nature, summary judgment requires the 
weighing of substantive arguments and necessitates legal analysis. . . ." Apotex /, U.S. Dist. 
LEXIS 20894, at ^=^50. 

E. The FDA Properly Determined That the Rule 41 Stipulation of Dismissal 
That Apotex Negotiated with GSK Is Not a Triggering Court Decision 

The FDA correctly determined that the Rule 41 stipulation of dismissal that Apotex 
negotiated with GSK was not sufficient to trigger the start of the 180-day exclusivity period 
because it did not reflect "a holding on the merits by the court that the patent at issue is invalid, 
not infringed, or unenforceable." (McCalmon Decl. Ex. 1 (FDA Nov. 3 letter) at 1.) Just as this 
Court previously recognized with respect to the BMS-Apotex dismissal order at issue in the Teva 
litigation, the Rule 41 stipulation of dismissal at issue here "required no court action whatsoever 
and lacked the requisite judicial imprimatur to constitute 'decision of a court.'" Apotex /, 2006 
U.S. Dist. LEXIS, at ^50-51; see also Teva Pharms,, USA, Inc. v. FDA, 398 F. Supp. 2d 176, 190 
(D.D.C. 2005), vacated and remanded by AA\ F.3d 1 (D.C. Cir. 2006). The court recognized that 
the U.S. Supreme Court "has proclaimed that a 'judge's mere awareness and approval of the 
terms of the settlement agreement do not suffice to make them part of [the] order.'" Id, (citing 
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Kokkonen v. Guardian Life Ins. Co., 511 U.S. 375, 381 (1994)). The court cited to additional 

U.S. Supreme Court authority that "private settlements are not the equivalent of consent decrees 

because they require a lesser degree of judicial involvement." See Teva, 398 F. Supp. 2d at 189 

(citing Buckhannon Bd. & Care Home v. West Virginia Dep't of Health & Human Res., 532 U.S, 

598, 604 n.7 (2001)). As one court has stated: 

[T]he granting of a motion to dismiss under Rule 41(a)(2) does not imply judicial 
approval of the underlying settlement agreement. The grant of the motion implies 
no view of the merits of the agreement and confers no immunities on the settling 
parties. It is not as if the settlement agreement were embodied in a consent 
decree. Such a decree is judicially enforceable and the judge in issuing it must 
determine that it does not offend public policy, as by harming third parties, before 
he can approve it. A settlement agreement that merely motivates the dismissal of 
a suit is not a judicial order, and the dismissal does not insulate it from legal 
challenge. 

SmithKline Beecham Corp. v. Pentech Pharms., Inc., 261 F. Supp. 2d 1002, 1008 (N.D. 111. 

2003) (internal citation omitted; emphasis added) (holding that alleged illegality of settlement 

agreement between manufacturers was not the type of injury to a non- settling supplier which 

would justify the court's denial of voluntary dismissal motion). 

The GSK-Apotex so-called "court decision" here consists of three "Whereas" clauses 
followed by a "Therefore" clause. It is entitled "Stipulation of Dismissal Pursuant to Fed. R. 
Civ. P. 41." Even Apotex in its brief does not contend that this document "holds" anything. 
Indeed, Apotex is hard-pressed to describe it as a "court decision" at all,"^ instead referring to it 
as the court's "order." {See, e.g., Apotex Br. at 2, 10, 11, 14.) 

Apotex does not refer to any "finding" by the court, nor could it, because the court did 
not "find" anything. Nonetheless, Apotex tries to create the impression that the stipulation of 
dismissal followed a protracted litigation: "As the litigation progressed, GSK reahzed that 



^ When it does so, Apotex puts the term in quotes. (Apotex Br. at 10 ("Apotex Obtains A 
'Decision Of A Court' that Triggers Any 180-Day Exclusivity . . . .").) 
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Apotex's ANDA products would not infringe the '658 patent." (Apotex Br. at 10.) In reality, it 
was over in months. The complaint was filed in January 2005, and the stipulation of dismissal 
was entered four months later, in May 2005. Nothing of substance happened in that brief period; 
nor could it have, as the case was settled even before the Rule 16 conference was held. See 
Docket for GSK v. Apotex, attached as Exhibit 7 to the McCalmon DecL; Fed. R. Civ. P. 16(b); 
Fed. R. Civ. P. 26(f). 

There is no indication that the judge even reviewed the GSK Stipulation. It is apparent 
that the parties' underlying agreement - the Covenant Not to Sue and Stipulation of Non- 
Infringement of U.S. Patent No. 5,344,658 - was not even presented to Judge Linares. Notably, 
although it is purportedly incorporated by reference in the GSK Stipulation, it is not attached to 
the copy of the GSK Stipulation "so-ordered" by the judge. {See Exhibit E to Exhibit B of the 
Tsien Decl.) Instead, it is submitted in Exhibit D to Exhibit B of the Tsien Decl. as a separate 
document. Tellingly, the ECF docketing lines denoting the filing of the GSK Stipulation show 
the document to be comprised of only three pages. Thus, the Stipulation of Dismissal Pursuant 
to Fed. R. Civ. P. 41 lacks the requisite judicial imprimatur, or any judicial involvement 
whatever, and constitutes no more than a private settlement agreement between Apotex and 
GSK. 

F. Apotex's Argument That FDA Is Acting Unreasonably by Treating Court 
Decisions That Trigger the 180-Day Exclusivity Period Differently From 
Those That Terminate the 30-Month Stay Is Unfounded 

Apotex argues that FDA's refusal to treat the May 2005 GSK Stipulation as a triggering 
court decision is arbitrary, capricious and contrary to law because it is inconsistent with the 
FDA's treatment of that same order as being sufficient to terminate the 30-month stay of ANDA 
approval. Apotex's argument is nothing more than an afterthought. Apotex never raised this 
issue in its previous appearances before this Court and the D.C. Circuit, very likely because 
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Apotex knows that the 30-month stay and 180-day exclusivity period are two different features 
of the Hatch- Waxman Act that serve two different purposes. Only now, after both this Court and 
the D.C. Circuit have unequivocally endorsed FDA's holding on the merits standard, does 
Apotex press this point in a last-ditch attempt to create an issue where there is none. Nothing in 
the statute requires the approach Apotex advocates. 

In order for Apotex to assert that FDA's interpretation of court decision is inconsistent, 
Apotex must show that the language and the policy behind each provision is the same. Apotex 
cannot dispute that Congress chose to use different words to define "court decision" in each 
provision. While the 30-month stay provision explicitly accounts for termination of a suit based 
on settlement orders, there is no similar language in the 180-day exclusivity trigger provision. 
The fact that Congress chose to use different language tends to undermine any presumption that 
the interpretation of "court decision" in each provision would necessarily be the same. SEC v. 
McCarthy, 322 F.3d 650, 656 (9th Cir. 2003) ("It is a well-established canon of statutory 
interpretation that the use of different words or terms within a statute demonstrates that Congress 
intended to convey a different meaning for those words."). FDA's holding-on-the-merits 
standard is close to the statutory language of the 180-day exclusivity trigger in 21 U.S.C. 
§ 355(j)(5)(B)(iv)(II) (2002): "the date of a decision of a court . . . holding the patent ... to be 
invalid or not infringed." 

Moreover, Apotex has utterly failed to articulate the policy behind each provision and 
why those policies would compel the same interpretation of "court decision" for purposes of 
terminating the 30-month stay and triggering the 180-day exclusivity. Indeed, the purposes 
behind the two - and how they operate - are very different. 
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The first significant difference is the reach of each provision. When Apotex entered into 
its Rule 41 dismissal, it was the only generic company whose 30-month stay would or could 
have been triggered. Apotex and GSK had control over the Rule 41 dismissal - since it does not 
require court approval - and they contracted for language that impacted them in a manner which 
they found suitable. It is a far different thing to say that two parties can enter into a private 
agreement which will have the effect of triggering someone else's (180-day exclusivity) rights. 
Apotex' s Rule 41 dismissal did not impact any other generic company's 30-month stay. It is 
hard to see why it should impact someone else's 180-day marketing exclusivity rights. 

Another significant difference is that the 30-month stay is for the benefit of the innovator, 
while the 180-day exclusivity is for the benefit of the first- filer. If the branded company chooses 
to sue, it automatically invokes the 30-month stay. If it discontinues its suit, for whatever reason, 
it should and does give up its stay. The result could hardly be different. Surely no one would 
argue that if the brand company filed a complaint against a second filer, and then took a 
voluntary dismissal even before an answer, that this act should trigger the first- filer's exclusivity 
even though it appropriately terminates the 30-month stay that automatically came into existence 
when the complaint was filed. ^ 

Congress' intent and the FDA's interpretations over the years have always been to permit 
the generics to launch, but not to force them to do so at risk. Indeed, when courts previously 
held that a triggering "court decision" could be a district court decision, Congress stepped in to 
assure that generic companies were not forced to launch at risk prior to final court of appeals 



^ The express provision in the statute permitting the court to shorten the 30-month stay based on 
lack of cooperation in expediting the action indicates that the stay is predicated on the notion that 
the patent holder is actively pursuing the litigation. 21 U.S.C. § 355(j)(5)(B)(iii). It is clear that 
the stay is intended solely to give the patent holder a reasonable opportunity to do so. The 
dismissal of the lawsuit means, by definition, that the patent holder is not pursuing the 
infringement action and there is no interest to be protected. 
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decisions. This rationale supports interpreting "court decision" more liberally for the 30-month 
stay than for the 180-day marketing exclusivity. 

A liberal rule on ending 30-month stays permits (but does not require) the generic to 
launch once its case ends. A more restrictive rule on triggering the 180-day marketing 
exclusivity does the same for the first- filer - the first-filer can wait until a litigation is complete 
on the merits before launching, and not be forced to launch merely because some other company 
has had its case dismissed. Thus, FDA's holding-on-the-merits approach to determine what 
court decisions will trigger the 180-day exclusivity period prevents the value of that exclusivity 
from being diminished or completely eliminated. 

In short, it is not inconsistent with either the statutory language or Congressional intent 
for FDA to apply its holding-on-the-merits approach to the court-decision trigger of 180-day 
marketing exclusivity even if that narrow approach is not required by the 30-month stay 
provision. Neither the language of the statute nor the Congressional intent embodied in the 
statute requires the meaning of "court decision" in the 30-month stay and 180-day exclusivity 
trigger provisions to be coextensive. See United States v. Cleveland Indians Baseball Co., 532 
U.S. 200, 212-16 (2001) (different statutory contexts of worker eligibility for Social Security 
benefits and "administrability" of tax rules justify different interpretations); Robinson v. Shell Oil 
Co., 519 U.S. 337, 342-43 (1997) (term "employees" means current employees only in some 
sections of the Title VII of Civil Rights Act, but in other sections includes former employees); 
Baker Norton Pharm. Inc. v. FDA, 132 F. Supp. 2d 30, 35-36 (D.D.C. 2001) ("What one 
statutory provision defines as 'drug' may not necessary [sic] control another statutory provision's 
definition of a 'drug' . . . ."). Thus, Apotex's attempt to cast doubt on FDA's holding-on-the- 
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merits standard by suggesting that FDA is applying district court decisions inconsistently is 

nothing more than a red herring. 

G. FDA's Interpretation of the Court-Decision Trigger Does Not Nullify That 
Provision or Encourage Brand Company Manipulation of the Hatch- 
Waxman Process 

Apotex invokes the canon of statutory interpretation against adopting a construction that 
renders a provision of a statute inoperative or superfluous, and asserts that FDA's interpretation 
violates this principle by "nullifying the court decision trigger of the 180-day generic exclusivity 
provision." (Apotex Br. at 26.) 

Contrary to Apotex' s assertion, nothing in FDA's interpretation of the court-decision 
trigger forecloses later-filers, like Apotex, from obtaining a triggering court decision. A second 
or later filer can obtain a final decision of invalidity, unenforceability or noninfringement before 
a first- filer and thereby trigger the first-filer's 180-day exclusivity. Indeed, nothing in the 
statutory scheme confers on the first-filer any special privileges or benefits that guarantee 
resolution of its case before subsequent filers. FDA's holding-on-the-merits rule operates after a 
htigation is over, whether it is the first or a later- filer's litigation, and cannot operate to prevent a 
later-filer from obtaining a court decision that will trigger the exclusivity period. 

Indeed, stripped of its varnish, Apotex' s dissatisfaction with FDA's rule is not that a 
later-filer is foreclosed from obtaining a court decision that will trigger the exclusivity period, 
but rather that FDA will not sanction the short-cut approach that Apotex mistakenly argues 
Congress intended to include in the court-decision trigger. Stated another way, Apotex' s 
complaint is that for purposes of deciding whether the 180-day exclusivity period is triggered, 
FDA should not be permitted to draw any distinctions between a stipulation of dismissal based 
on an agreement of the parties that a patent is not infringed, and a decision of the court reflecting 
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a holding-on-the-merits. But this is ground that has already been covered. The D.C. Circuit has 
ruled that FDA's holding-on-the-merits rule is reasonable. 

Equally unavailing is Apotex's assertion that FDA's holding-on-the-merits rule will 
allow brand companies to "manipulate the system in order to block or delay generic competition" 
by entering into Rule 41 dismissals to avoid triggering exclusivities. (Apotex Br. at 27.) But 
surely Apotex cannot contend that a brand company is manipulating the system when it does not 
sue an ANDA filer after it concludes (presumably based on the notice that the ANDA applicant 
is statutorily required to give) that the AND A- filer's product does not infringe. Moreover, it 
must be equally the case that the branded company has behaved appropriately where, as here, it 
receives inadequate information on noninfringement, is forced to commence suit, and promptly 
dismisses the suit pursuant to Rule 41 when the appropriate information is belatedly provided. 

The far greater concern is that brand companies could easily discourage all paragraph IV 
filings by triggering exclusivities and removing the incentive to challenge their Orange Book- 
listed patents by simply filing meritless suits against later filers and then dismissing them. The 
holding-on-the merits approach "preserves the incentive for companies to undertake the very 
substantial risks and costs associated with patent challenges" and, in that way, "it is congruent 
with the intent of Congress as expressed through the plain language of the statute." Apotex /, 
U.S. Dist. LEXIS 20894, at ^^'36. Maintaining the "incentive structure adopted by the Congress" 
is critical, as the D.C. Circuit recognized again this week. Ranbaxy Labs,, 2006 WL 3289050, 
at ^5. 

Plainly, the rule Apotex is advocating is more likely to encourage manipulation harmful 
to the incentive structure of the Hatch- Waxman Act than the rule that FDA has chosen. 
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H. FDA's Interpretation of the Court-Decision Trigger Does Not Conflict with 
Congressional Intent 

Apotex asserts that FDA's refusal to treat the GSK Stipulation as a "court decision" 

produces absurd results that conflict with Congressional intent in enacting the Hatch-Waxman 

Act. (Apotex Br. at 28-30.) Both this Court and the D.C. Circuit have already considered 

whether FDA's holding-on-the-merits approach conflicts with Congressional intent. And, as 

Apotex is well aware, both this Court and the D.C. Circuit have determined that it does not. 

Indeed, this Court explicitly found that FDA had considered Congressional intent in interpreting 

the court-decision trigger: 

FDA "brought its experience and expertise to bear" utilizing its resources and 
fulfilling its statutory mandate by carefully considering the statute's text, 
balancing the advantages and drawbacks of each approach, considering the 
competing policy interests that underlie the statute, examining the possible 
implications of congressional intent, and ultimately exercising its delegated 
discretion to choose from among the available options. 

Apotex /, 2006 U.S. Dist. LEXIS 20894, at *35 (citations omitted; emphasis added). 

Nevertheless, Apotex insists on asserting that FDA's refusal to recognize a stipulation of 

dismissal as a court-decision trigger "undeniably delays generic competition in direct 

contravention of Congress' express intent." (Apotex Br. at 28.) In reality, it is Apotex' s position 

that would undermine the goal of bringing low-cost generic drugs to the public because an 

expansive interpretation of the court-decision trigger would undoubtedly diminish the value of 

the exclusivity period to generics. This in turn would result in fewer patent challenges because 

generic companies would be less motivated to challenge brand-company patents, which, 

ultimately, would translate into fewer generic drugs. It is for exactly this reason that this Court 

rejected this very argument in Apotex I: 

[The holding-on-the-merits approach] preserves the incentive for companies to 
undertake the very substantial risks and costs associated with patent challenges; it 
is congruent with the intent of Congress as expressed through the plain language 
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of the statute; it facilitates certainty and consistency on an industry-wide basis; it 
offers heightened ease of administration; and it reduces opportunities for lengthy, 
costly, and repetitive litigation. By facilitating patent challenges and reducing 
complex litigation, the holding-on-the-merits approach actually furthers the very 
policy that Apotex claims it undermines - the goal of getting more low-cost 
generic products into the hands of consumers as quickly as possible, 

Apotex I, 2006 U.S. Dist. LEXIS 20894, at *36 (citations omitted; emphasis added). 

Thus, far from rewriting the statute, by adopting the holding-on-the-merits approach, 
"FDA has properly adopted an interpretation [of the court- decision trigger] that hews closely to 
the terms chosen by Congress to express its legislative intent." Id. at """ST. FDA's refusal to 
recognize the GSK Stipulation as a triggering court decision is, therefore, not arbitrary, 
capricious, or contrary to law. 

Accordingly, Apotex has not and cannot show that it is likely to succeed on the merits of 
its claim. As Apotex cannot even meet the first factor for securing injunctive relief, the Court 
need not even reach the other factors: that the plaintiff would suffer irreparable injury if the 
requested injunction is denied; that an injunction will not substantially injure the opposing 
party or other third parties; and that the public interest will be furthered by the issuance of the 
injunction. See Apotex II, 449 F.3d at 1253-54 (finding no need to address the other preliminary 
injunction factors since Apotex had not shown the likelihood of succeeding on the merits of its 
claim). But - even if the Court decides to consider these additional preliminary injunction 
factors - Apotex cannot make the requisite showings on any of those other preliminary 
injunction factors, either. 

IL The Balance of Harms Strongly Favors DRL 

A. Apotex Will Not Suffer Irreparable Injury and This Court and the D.C. 
Circuit So Found on a Nearly Identical Record 

The irreparable injury requirement erects a very high bar for Apotex. See Varicon Intl v. 
0PM, 934 F. Supp. 440, 447 (D.D.C. 1996). Apotex must show that it will suffer harm that is 
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"more than simply irretrievable." See Gulf Oil Corp. v. Dep't of Energy, 514 F. Supp. 1019, 

1026 (D.D.C. 1981). In this jurisdiction, harm that is "merely economic" in character is not 

sufficiently grave to meet this standard. Apotexl, 2006 U.S. Dist. LEXIS 20894, at *53; see 

Wisconsin Gas Co. v. FERC, 758 F.2d 669, 674 (D.C. Cir. 1985); Boivin v. U.S. Airways, Inc., 

297 F. Supp. 2d 1 10, 118 (D.D.C. 2003); Mylan Pharms., Inc. v. Shalala, 81 F. Supp. 2d 30, 42- 

44 (D.D.C. 2000). 

To satisfy the irreparable harm requirement by demonstrating a potential economic loss 

Apotex must establish that the economic harm is so severe as to "cause extreme hardship to the 

business" or threaten its very existence. See Gulf Oil, 514 F. Supp. at 1025; see also Wisconsin 

Gas, 758 F.2d at 674; Experience Works, Inc. v. Chao, 267 F. Supp. 2d 93, 96-97 (D.D.C. 2003); 

Sociedad Anonima Vina Santa Rita v. Dep't of Treasury, 193 F. Supp. 2d 6, 14 (D.D.C. 2001). 

Even as described by Apotex, its potential harm is completely speculative and essentially 

immaterial to a company like Apotex. Apotex is a large and prosperous company and will 

remain so regardless of the outcome of this case. How and when generic ondansetron first 

reaches the commercial U.S. market can have no material impact on Apotex whatsoever. As this 

Court recently found: 

Apotex "produces more than 260 generic pharmaceuticals in approximately 4000 
dosages and formats which, in Canada, are used to fill over 60 million 
prescriptions a year-the largest amount of any pharmaceutical company in 
[Canada] ." See http://www. apotex. com/Corporatelnformation/Default.asp?/ 
flash=Yes (last visited Apr. 18, 2006). Moreover, Apotex reaps annual revenues 
that total approximately $700 million USD. Id. (boasting annual revenue of more 
than $800 million in Canadian currency). 

Apotex /, U.S. Dist. LEXIS 20894, at ^^56. 

Moreover, given Apotex' s current financial windfall stemming from its August 8, 2006 

launch of generic Plavix, Apotex' s claimed damages here ($1 1.7 million in year one) cannot 
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credibly be characterized as anything near the level required for the relief it seeks. Apotex's 
chief executive Barry Sherman characterized its generic Plavix launch as the "largest and most 
successful launch" of a generic drug in history. See "Marketers of Plavix Outfoxed on a Deal," 
New York Times, August 9, 2006 (attached as McCalmon Decl. Ex. 8) ("Some analysts predicted 
yesterday that by the time a federal judge in New York could rule on the big companies' request 
to block the drug's sale, based on their patent that runs until late 201 1, Apotex could have up to 
$1 billion of its product on the market."). 

In fact, even before its recent windfall, Apotex made virtually the same irreparable harm 
claim and lost. The core evidence Apotex offers this Court - the Declaration of Tammy L. 
Mclntire (attached as Exhibit D to the Tsien Decl.) - is essentially a copy of Ms. Mclntire's 
declaration from Apotex I regarding generic pravastatin. (Both Mclntire Declarations are 
attached as Exhibits 5 and 6, respectively, of the McCalmon Decl.) Even a cursory examination 
of the two declarations shows that they are essentially identical, but for the swapping of "DRL" 
for "Teva and Ranbaxy," and the pertinent information concerning "ondansetron" for 
"pravastatin." Even the alleged damages numbers are substantially the same: $11.7 million here 
vs. $9.9 million in the pravastatin case.^ {Compare McCalmon Decl. Ex. 5 (Ms. Mclntire's 
declaration in this case), \ 18 with \ 15 of her declaration in the pravastatin case. (McCalmon 
Decl. Ex. 6.).) 

There is no reason why this Court should now find Ms. Mclntire's declaration persuasive 
when it found her prior, essentially identical declaration entirely unpersuasive. See Apotex /, 
2006 U.S. Dist. LEXIS 20894, at *55-56. This Court's ruling was upheld by the D.C. Circuit, 



^ DRL questions the accuracy of that figure at least because neither Apotex nor its declarant 
explains how it is derived. DRL asserts that Apotex's "loss" here would be approximately $1 
million during the 180-day marketing exclusivity period. {See Declaration of Amit M. Patel 
^10.) 
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and the same result should obtain. The facts are the same. The law is correct. There is no basis 
for a different decision. 

The remainder of Apotex's purported harm is nothing more than the usual and common 
commercial landscape faced by any generic pharmaceutical company entering the marketplace 
after patent expiration followed by an award of exclusivity to another pharmaceutical company. 
While Apotex has exaggerated the perils of entering such a market, there are indeed obvious and 
significant benefits to the generic company who obtains an exclusivity and starts marketing first. 
See, e.g., Mclntire Decl. % 13 (McCalmon Decl. Ex. 5). Those benefits matter greatly to DRL for 
the reasons that Apotex explains. However, Apotex makes no argument that FDA should grant 
exclusivity to Apotex, and thus Apotex cannot earn any of these benefits even if it prevails. 
Apotex's harm clearly is not irreparable. 

Finally, to the extent that any of Apotex's purported "lost investment" harm is real, 
Apotex knew, at least as of Apotex I that its position was contrary to the law. If Apotex 
nevertheless elected to bet on the vanishingly- small chance that the law would subsequently 
change in its favor, it cannot fault anyone but itself if its investment does not pay off because the 
law remains the same. 

B. DRL Wm Suffer Far More Than Apotex 

DRL has invested significant resources in developing its generic ondansetron tablets, 
shepherding its administrative filings through FDA, and litigating against GSK for years in a 
hard-fought case through trial that resulted in a settlement. Because DRL was the first to file an 
ANDA application for ondansetron containing a paragraph IV certification as to the '658 patent, 
DRL deserves its 180-day exclusivity period. This exclusivity has great worth, and will have 
substantial and long-term benefits thereafter. (See the accompanying Declaration of DRL Vice 
President, Amit M. Patel, %% 7-9.) Thus, the award of this exclusivity is precisely the type of 
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benefit envisioned by the drafters of the Hatch-Waxman Act to urge companies like DRL to 
challenge patents and introduce lower-cost generic drugs as early as possible. 

The D.C. Circuit has explicitly held that the type of loss potentially /ac^^i by DRL here is 
sufficiently irreparable to defeat Apotex's motion because it is the loss of a statutory entitlement. 
See, e.g., Mova Pharm. Corp. v. Shalala, 140 F.3d 1060, 1067 n.6 (D.C. Cir. 1998) (noting the 
first-filer "would be harmed by the loss of its 'officially sanctioned head start'"). Thus, DRL's 
loss is not "merely economic." See Apotex /, 2006 U.S. Dist. LEXIS 20894, at =^58. DRL faces 
exactly same type of harm here that Teva faced in Apotex's challenge to FDA's award of 
exclusivity to Teva concerning pravastatin. For exactly the same reasons that this Court held 
Teva's potential harm greatly exceeded that of Apotex, this Court should find that DRL's 
potential harm here greatly exceeds that of Apotex. See id. at '''57 ("[E]ach of the intervenor- 
defendants stands to lose a much greater sum if the launch of their generic products is delayed. 
Particularly where Apotex has made a very weak showing of likely success on the merits, that 
balance of harms is fatal to its request for emergency injunctive relief."). 

III. The Public Interest Strongly Favors Denying Apotex the Relief It Seeks 

Apotex asserts three reasons why the public would purportedly benefit from the 

injunctive relief that Apotex seeks: (1) the public benefits when FDA gets it right; (2) Apotex's 
position fosters expedited "full" generic competition; and (3) the public benefits from the earliest 
full generic competition. (Apotex Br. at 30.) None of these goals truly supports Apotex here. 

DRL agrees that everyone benefits when FDA rules consistently and in conformance with 
controlling statutory language. Of course, DRL insists FDA has already done so, and both this 
Court and the D.C. Circuit have previously agreed. See Apotex /; Apotex 11. 

If there were no 180-day marketing exclusivity, it is true that Apotex's position could 
result in faster "full" generic competition because all generic companies, including Apotex, 
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could theoretically enter the ondansetron market six months earlier than if there were exclusivity. 
However, Apotex's position ultimately undermines the primary benefit that the Hatch- Waxman 
Act offers to generic companies: the 180-day exclusivity. If generic companies like Apotex are 
able to trigger the exclusivity of other generic companies merely by stipulating to uncontested 
non-infringement, that prospect would ultimately chill the incentive of all generic companies to 
undertake patent challenges that could result in earlier generic product launches. Thus, as this 
Court found, the public interest supports upholding exclusivity. See Apotex /, 2006 U.S. Dist. 
LEXIS 20894, at ^60-62. 
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CONCLUSION 

For the foregoing reasons, this Court should preserve the status quo and deny Apotex's 

motion for preliminary injunction. 
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CASE SUMMARY: 



PROCEDURAL POSTURE: After a separate suit's remand, defendant Food and Drug Administration (FDA) recon- 
sidered an earlier decision that the exclusivity period of 21 U.S.C.S. § 355(j)(5)(B)(iv) (amended) of the Drug Price 
Competition and Patent Term Restoration Act of 1984 was triggered by plaintiff drug company's dismissal of a prior 
action. The company filed suit for a preliminary injunction preventing approval of intervenor-defendant companies' 
generic drug. 

OVERVIEW: "Decision" and "holding" in § 355(j)(5)(B)(iv)(II) were latently ambiguous. A natural, and thus permis- 
sible, construction of that language required a judicial decision addressing the merits of a patent infringement or invalidity 
action. The FDA's letter opinion following remand thus correctly began with the statute's plain language. The appellate 
court had not invalidated the holding-on-the-merits interpretation that the FDA now advocated nor established a sub- 
stantive rule regarding the proper construction of the court-decision trigger. The FDA's prior failure to justify its hold- 
ing-on-the-merits approach was what prompted remand, after which it articulated many reasons for its decision to 
abandon the case-by-case method, reject the estoppel approach, and adopt the holding-on-the-merits approach. The 
holding-on-the-merits approach did not nullify the crucial declaratory judgment mechanism; it only nullified manipu- 
lating it. Congress focused on the nature of the dismissal, not its practical effect, and the agency's holding-on-the-merits 
approach furthered that scheme. The drug company's harm was merely economic, but the other companies' harm was the 
loss of a statutory entitlement. 

OUTCOME: The motion for a preliminary injunction was denied. 
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[HNl] The Drug Price Competition and Patent Term Restoration Act of 1984, 21 U.S.C.S. § 355, provides a 180-day 
period of generic exclusivity to the first company that files an Abbreviated New Drug Application (AND A) containing a 
"paragraph IV certification" for a patent connected to the branded version of the drug. 21 U.S.C.S. § 355(j)(5)(B)(iv). A 
"paragraph IV" certification alleges that the relevant patent is either invalid or will not be infringed by the proposed 
ANDA product. 21 U.S.C.S. § 355(j)(2)(A)(vii)(IV). The exclusivity period begins on the earlier of two dates: (1) the 
date on which the Secretary of the Food and Drug Administration receives notice from the applicant under the previous 
application of the first commercial marketing of the drug under the previous application or (2) the date of a decision of a 
court holding the patent which is the subject of the certification to be invalid or not infringed. 21 U.S.C.S. § 
355a)(5)(B)(iv)(II). 

Administrative Law > Agency Adjudication > Decisions > Contents 
Administrative Law > Judicial Review > Administrative Record > General Overview 
Administrative Law > Judicial Review > Standards of Review > General Overview 

[HN2] Agency action must be supported by thorough, reasoned decisionmaking. An order may not stand if the agency has 
misconceived the law. 



Civil Procedure > Remedies > Injunctions > Elements > General Overview 
Civil Procedure > Remedies > Injunctions > Elements > Balance of Hardship 
Civil Procedure > Remedies > Injunctions > Elements > Irreparable Harm 
Civil Procedure > Remedies > Injunctions > Preliminary & Temporary Injunctions 
Civil Procedure > Remedies > Injunctions > Temporary Restraining Orders 

[HN31 When considering a motion for preliminary injunction or temporary restraining order, a court must weigh four 
factors: (1) the prospective irreparable injury to the movant in the event that the requested relief is denied; (2) the possi- 
bility of harm to other parties in the event that the relief is granted; (3) the likelihood that the movant will prevail on the 
merits; and (4) the public interest. These factors interrelate on a sliding scale and must be balanced against each other, 
such that a particularly strong showing with respect to one may compensate for a weaker showing with respect to another. 
Specifically, the "likelihood of success on the merits" inquiry is inversely proportional to the "degree of irreparable harm" 
inquiry — that is, a court may grant the sought-after relief when the movant is very likely to succeed on the merits, in the 
face of a lesser degree of potential irreparable injury. 

Civil Procedure > Judgments > Entry of Judgments > Stays Pending Appeals > Nonmoney Judgments 
Civil Procedure > Remedies > Injunctions > Preliminary & Temporary Injunctions 
Civil Procedure > Remedies > Injunctions > Temporary Restraining Orders 

[HN4] Where a plaintiff has also moved for a stay pending appeal in the event that it does not prevail on its motion for a 
temporary restraining order or preliminary injunction, that request is analyzed under the same four-pronged legal 
framework that applies to the motion for temporary restraining order and preliminary injunction. 

Administrative Law > Judicial Review > Standards of Review > Arbitrary & Capricious Review 

[HN5] Pursuant to the provisions of the Administrative Procedure Act, a court may vacate an agency's decision if it is 
arbitrary, capricious, an abuse of discretion, or otherwise not in accordance with the law, 5 U.S.C.S. § 706(2)(A), or in 
excess of statutory authority, 5 U.S.C.S. § 706(2)(C). Agency actions are entitled to much deference, and the standard of 
review is narrow. The reviewing court is not permitted to substitute its judgment for that of the agency. That is, it is not 
enough for the agency decision to be incorrect — as long as the agency decision has some rational basis, the court is bound 
to uphold it. The court may only review the agency action to determine whether the decision was based on a consideration 
of the relevant factors and whether there has been a clear error of judgment. 

Administrative Law > Judicial Review > Standards of Review > Arbitrary & Capricious Review 
Administrative Law > Judicial Review > Standards of Review > Statutory Interpretation 

[IIN6] At step one of a Chevron analysis of an agency's action, the court first must inquire whether the statute speaks 
clearly to the precise question at issue. If so, then the analysis proceeds no further — the court must give effect to the 
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unambiguously expressed intent of Congress. If, however, the statute is not clear in relation to the specific issue before the 
court, then under Chevron step two, the court must consider whether the agency's interpretation is supported by a "per- 
missible construction" of the statute. But the court will only reach the second inquiry under Chevron if it determines that 
the statute is silent or ambiguous with respect to the specific issue presented. The existence of ambiguity is not enough per 
se to warrant deference to the agency's interpretation. The ambiguity must be such as to make it appear that Congress 
either explicitly or implicitly delegated authority to cure that ambiguity. Hence, under the Chevron step two deferential 
analysis, if the statute is ambiguous in such a way as to make the agency's decision worthy of deference, then the court 
should uphold the agency's interpretation of the ambiguous statute as long as that interpretation is "permissible," that is, if 
it is "reasonable." 



Administrative Law > Judicial Review > Standards of Review > Arbitrary & Capricious Review 
Administrative Law > Judicial Review > Standards of Review > Statutory Interpretation 

[HN7] When the agency decision is based upon its interpretation of the statute that it is charged with administering, a 
court's deference to the agency is at its apex. Where the agency is interpreting its own statute, the appropriate degree of 
deference will be determined based upon the circumstances surrounding that interpretation. An agency will receive ut- 
most deference if it appears that Congress delegated authority to the agency generally to make rules carrying the force of 
law, and that the agency interpretation claiming deference was promulgated in the exercise of that authority. 

Governments > Agriculture & Food > Federal Food, Drug & Cosmetic Act 

[HNS] The Food, Drug, & Cosmetic Act, pursuant to 21 U.S.C.S. § 371(a), grants explicit authority to the Food and Drug 
Administration (FDA) to promulgate regulations for the efficient enforcement of the statute. Similarly, the Drug Price 
Competition and Patent Term Restoration Act of 1984, 21 U.S.C.S. § 355, permit the FDA to promulgate regulations that 
are necessary for the administration of those amendments. 21 U.S.C.S. § 355 note. 

Administrative Law > Judicial Review > Standards of Review > Arbitrary & Capricious Review 
Administrative Law > Judicial Review > Standards of Review > Rule Interpretation 
Administrative Law > Judicial Review > Standards of Review > Statutory Interpretation 
Governments > Agriculture & Food > Federal Food, Drug & Cosmetic Act 

[HN9] The Food and Drug Administration's (FDA) interpretations of the Food, Drug, & Cosmetic Act receive deference, 
as do its interpretations of its own regulations unless plainly erroneous or inconsistent with the regulations. The FDA is 
entitled to the same "substantial deference" whether the court is viewed as assessing the agency's interpretation of its 
statute or its implementing regulation. It makes no difference, moreover, that an administrative determination is embodied 
in a decision letter rather than in a rulemaking or formal adjudication; Chevron deference still applies. 

Civil Procedure > Remedies > Injunctions > Elements > Likelihood of Success 

[HNIO] To obtain emergency injunctive relief, the plaintiff need not prevail on each factor of the four-pronged calculus. 
Nevertheless, the "likelihood of success on the merits" inquiry is the most salient consideration because a plaintiff's failure 
to prevail on that prong necessitates an unusually strong showing as to the remaining three factors in order to turn the tide 
in its favor. 



Administrative Law > Judicial Review > Standards of Review > Arbitrary & Capricious Review 
Administrative Law > Judicial Review > Standards of Review > Statutory Interpretation 

[HNl 1] At step one of the Chevron analysis of an agency's action, the mere possibility of more than one meaning, in a 
given context, for a statutory word or phrase is sufficient to warrant further inquiry into the agency's deliberative process. 
Under such circumstances, the text and reasonable inferences from it do not give a clear answer against either interpre- 
tation. In determining whether a statutory provision speaks directly to the question before it, a court must consider it in 
context. 



Administrative Law > Judicial Review > Standards of Review > Arbitrary & Capricious Review 
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Administrative Law > Judicial Review > Standards of Review > Statutory Interpretation 

[HN12] It is perfectly appropriate for an agency to consider administrative convenience as one component of the overall 
mix of factors vi^hen developing an interpretive approach. 

Administrative Law > Judicial Review > Standards of Review > Arbitrary & Capricious Review 
Administrative Law > Judicial Review > Standards of Review > Statutory Interpretation 

[HN13] The reasonableness of the agency's approach in practice plays an important part in the Chevron step two analysis. 
An approach that is practically infeasible may thus prove not to be a permissible construction of the statute. 

Administrative Law > Judicial Review > Reviewability > Standing 

Civil Procedure > Justiciability > Standing > General Overview 

Constitutional Law > The Judiciary > Case or Controversy > Standing > Particular Parties 

Governments > Agriculture & Food > Federal Food, Drug & Cosmetic Act 

[HN14] As long as the party filing a declaratory judgment action under the Drug Price Competition and Patent Term 
Restoration Act of 1984, 21 U.S.C.S. § 355, meets the "case or controversy" requirements of U.S. Const, art. Ill (meaning 
that it has a reasonable apprehension of suit by the branded product manufacturer), that party may seek a court decision 
that qualifies as a triggering event under the statute. 

Administrative Law > Judicial Review > Standards of Review > Arbitrary & Capricious Review 
Administrative Law > Judicial Review > Standards of Review > Statutory Interpretation 

[HN15] The act of analyzing competing policy concerns against the backdrop of the statutory landscape that Congress has 
placed in its charge is the quintessential function of an administrative agency. It is precisely the province of the agency to 
choose from among the permissible constructions and competing policy interests of a statute after assessing the benefits 
and disadvantages of each, and the court may not substitute its judgment for that of the agency. Under Chevron's highly 
deferential standard, it matters not which is the better or even the correct interpretation, as long as the one advocated by 
the agency is not entirely irrational. This is particularly so in an administrative context that is admittedly fraught with 
complications and conflicts. Where an agency has been given substantial authority over an ambiguous statute in a com- 
plex arena, and has chosen a method that it believes properly strikes the delicate balance between competing legislative 
policies, thereby filling the gap left by Congress, the deference to which the agency is entitled is at its apex. So long as the 
agency's interpretation is "permissible," that is, if it is "reasonable," it must be upheld under Chevron. 

Civil Procedure > Summary Judgment > Standards > Legal Entitlement 

[HN16] By its very nature, summary judgment requires the weighing of substantive arguments and necessitates legal 
analysis — the court is required to determine that there is no genuine dispute of material fact, and the moving party is 
entitled to prevail as a matter of law. Fed. R. Civ. P. 56(c). 

Civil Procedure > Remedies > Injunctions > Elements > Irreparable Harm 

[HN17] The irreparable injury requirement erects a very high bar for a movant seeking a preliminary injunction. A 
plaintiff must show that it will suffer harm that is "more than simply irretrievable." Harm that is merely economic in 
character is not sufficiently grave under this standard. To successfully shoehorn potential economic loss into the irrepa- 
rable harm requirement, a plaintiff must establish that the economic harm is so severe as to cause extreme hardship to the 
business or threaten its very existence. To warrant emergency injunctive relief, the harm alleged must be certain, great, 
actual, and imminent. Where a plaintiff has not established a likelihood of success on the merits, its showing of irreparable 
harm must be very strong. 

Civil Procedure > Remedies > Injunctions > Elements > Irreparable Harm 

[HN18] Losing a statutory entitlement is a harm that has been recognized as sufficiently irreparable for purposes of a 
preliminary injunction. Once the statutory entitlement has been lost, it cannot be recaptured. 
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Civil Procedure > Remedies > Injunctions > Elements > General Overview 

[HN19] Where an agency is administering a statute that has been placed within its charge and has no financial interest in 
the outcome, its interest is deemed to be aligned with that of the public for purposes of a preliminary injunction. 

COUNSEL: [=H] For APOTEX INC., Plaintiff: Arthur Y. Tsien, OLSSON, FRANK AND WEEDA, PC, Washington, 
DC, LEAD ATTORNEY, ATTORNEY TO BE NOTICED; Wilham A. Rakoczy, RAKOCZY MOLINO MAZZOCHI, 
LLP, Chicago, IL, LEAD ATTORNEY, ATTORNEY TO BE NOTICED. 

For FOOD AND DRUB ADMINISTRATION, MICHAEL O. LEAVITT, Secretary of Health and Human Services, 
ANDREW VON ESCHENBACH, Acting Commissioner of Food and Drugs, Defendants: Andrew E. Clark, US 
DEPARTMENT OF JUSTICE, Washington, DC, LEAD ATTORNEY, ATTORNEY TO BE NOTICED. 

For TEVA PHARMACEUTICALS USA, INC, Intervenor: Jay P. Lefkowitz, KIRKLAND & ELLIS LLP, Washington, 
DC, LEAD ATTORNEY, ATTORNEY TO BE NOTICED; John Caviness O'Quinn, KIRKLAND & ELLIS, LLP, 
Washington, DC, ATTORNEY TO BE NOTICED. 
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venors: Kate Cumming Beardsley, BUC & BEARDSLEY, Washington, DC, LEAD ATTORNEY, ATTORNEY TO BE 
NOTICED. 
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OPINION BY: John D. Bates 

OPINION: 

MEMORANDUM OPINION 

Plaintiff Apotex, Inc. ("Apotex") seeks a temporary restraining order and preliminary injunction to prevent defen- 
dants Food and Drug Administration ("FDA"), Michael O. Leavitt [*2] in his capacity as the Secretary of Health and 
Human Services, and Andrew Von Eschenbach in his capacity as the Acting Commissioner of Food and Drugs, from 
granting final approval under the Drug Price Competition and Patent Term Restoration Act of 1984 ("Hatch-Waxman 
Act"), 21 U.S.C. § 355, to intervenor-defendants Teva Pharmaceuticals USA, Inc. ("Teva") and Ranbaxy Pharmaceuti- 
cals, Inc. ("Ranbaxy"), based upon their Abbreviated New Drug Applications ("ANDA") for pravastatin sodium 
("pravastatin"), the generic version of the branded drug Pravachol (R). Although this action was actually filed prematurely 
in advance of the FDA's most recent decision, it is now effectively a challenge to the April 11, 2006 decision by the FDA 
issued to Apotex. For the reasons that follow, the Court will deny plaintiffs motion. 

BACKGROUND 

I. Prior Proceedings 

This action stems from an earlier case ("Teva III") in which Teva sued defendants pursuant to the Administrative 
Procedure Act, 5 U.S.C. § 706(2)(A) ("APA"), and the Federal Food, Drug, and Cosmetic Act, 21 U.S.C. § § 301 et seq. 
("FDCA"), challenging the [*3] determination that the dismissal of a previous action in the United States District Court 
for the Southern District of New York, Apotex Inc. v. Bristol-Myers Squibb Co., No. 1: 04-CV-2922 (S.D.N.Y.) 
("Apotex-BMS litigation"), had triggered the 180-day exclusive marketing period to which Teva might otherwise be 
entitled under the provisions of the Hatch-Waxman Act. See Teva Pharms. USA, Inc. v. FDA, 398 F. Siipp. 2d 176, 179 
(D.D.C 2005) ("Teva III Dist. Ct. Mem. Op."), nl Apotex, the plaintiff here, was an intervenor-defendant in Teva III, and 
vigorously opposed Teva's effort to prevent the FDA from granting final approval to any other ANDA for generic 
pravastatin in the relevant dosage form and strength. See generally 398 F. Supp. 2d 176. The complex factual background 
giving rise to Teva III — including the underlying Apotex-BMS litigation — is discussed in detail in this Court's October 
21, 2005 decision and FDA's April 11, 2006 administrative decision on remand, and will not be repeated in full here. 
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nl [HNl] The Hatch-Waxman Act provides a 180-day period of generic exclusivity to the first company that 
files an ANDA containing a "paragraph IV certification" for a patent connected to the branded version of the drug. 
See 21 U.S.C. § 355(j)(5)(B)(iv). A paragraph IV certification alleges that the relevant patent is either invalid or 
will not be infringed by the proposed ANDA product. See 21 U.S.C. § 355(j)(2)(A)(vu)(IV). The exclusivity pe- 
riod begins on the earlier of two dates: (1) "the date on which the Secretary receives notice from the applicant 
under the previous application of the first commercial marketing of the drug under the previous application"; or (2) 
"the date of a decision of a court . . . holding the patent which is the subject of the certification to be invalid or not 
infringed." See § 355(j)(5)(B)(iv)(II). At issue here is the latter triggering-even, referred to as the "court-decision 
trigger." For a full discussion of the intricate statutory landscape established by the Hatch-Waxman Act, see this 
Court's earlier opinion and the FDA's April 11, 2006 administrative decision. 



[*4] 



At the request of the parties, the motion for preliminary injunction in Teva III was consolidated with a trial on the 
merits pursuant to Fed. R. Civ. P. 65(a)(2), and the Court treated the proceeding as "akin [to a motion for] summary 
judgment." Id. at 181 & n. 1. On October 21, 2005, thisCourtruled that because the Apotex-BMS litigation was dismissed 
for lack of subject matter jurisdiction at the request of the plaintiff in that case (Apotex), it constituted a private settlement 
agreement between the parties and, accordingly, was not "a decision of a court . . . holding the [relevant] patent ... to be 
invalid or not infringed," as required by the plain language of the Hatch-Waxman Act and applicable FDA regulations, 
and, in this Court's view at the time, as contemplated by two prior decisions of the D.C. Circuit: (1) Teva Pharms. USA, 
Inc. V. FDA, 337 U.S. App. D.C. 204, 182 F.3d 1003 (D.C. Cir. 1999) ("Teva I"), and (2) Teva Pharms. USA, Inc. v. FDA, 
2000 WL 1838303 (D.C. Cir. 2000) (unpublished disposition) ("Teva 11"). See 398 F. Supp. 2d at 187-192. [*5] n2 Hence, 
the Court concluded that FDA's decision was "arbitrary, capricious, or otherwise not in accordance with law" under the 
APA and granted Teva's motion for a preliminary injunction. Id. at 179, 192. Apotex and the FDA then appealed this 
Court's ruling to the D.C. Circuit. Apotex moved this Court for a stay pending appellate review in the D.C. Circuit, but the 
motion was denied because, based upon the circumstances at the time, Apotex faced no impending likelihood of irrepa- 
rable injury and the balance of hardships did not tip decidedly in its favor. See Teva Pharms. USA, Inc. v. FDA, 404 F. 
Supp. 2d 243, 244-46 (D.D.C 2005). 

n2 The factual background for, and decisions in, Teva I and Teva II are detailed in this Court's October 21, 
2006 decision and the FDA's April 11, 2006 administrative decision. 

Before the D.C. Circuit, the FDA stated that its administrative decision was based on the view that Teva I and Teva II 
constituted substantive rules of law ['■'6] establishing that dismissals of declaratory judgment actions for lack of subject 
matter jurisdiction are court decisions within the language of the Hatch-Waxman Act. See Teva Pharms. USA, Inc. v. FDA, 
370 U.S. App. D.C. 192, 441 F.3dl, 5&n.5 (D.C. Cir. 2006) ("Teva III"). The FDA represented that if it had understood 
that Teva I and Teva II stood only for the proposition that FDA had not sufficiently articulated the rationale in support of 
its administrative conclusions, then it would have reached the same conclusion as this Court reached in Teva III Dist. Ct. 
Mem. Op. See PL's Exh. D. FDA's counsel all but promised that, on remand, FDA would adopt a "textual approach" to the 
statute, pursuant to which it would find that the Apotex-BMS dismissal did not qualify as a "decision of a court" and, 
accordingly, did not trigger the 180-day exclusivity period. 

On March 16, 2006, the D.C. Circuit held that FDA had in fact operated under an erroneous interpretation of law — 
namely, that Teva I and Teva II set forth substantive rules of law regarding what constitutes a "decision of a court" within 
the meaning of the Hatch-Waxman Act. See Teva III, 441 F.3d at 5. ["H] According to the panel, Teva I and Teva II did 
nothing more than reaffirm and apply the long-standing axiom of administrative law that [HN2] agency action must be 
supported by thorough, reasoned decisionmaking. See id. Because "'[a] n order may not stand if the agency has miscon- 
ceived the law,'" id. (citing SEC v. Chenery Corp., 318 U.S. 80, 94, 63 S. Ct. 454, 87 L. Ed. 626 (1943)), the panel vacated 
the Teva III Dist. Ct. Mem. Op. and remanded the case to this Court, with instructions to vacate FDA's agency decision 
and then remand to the FDA so that it could fulfill its statutory mandate to "'bring its experience and expertise to bear in 
light of competing interests at stake' and make a reasonable policy choice." Id. at 5 (quoting PDKLabs., Inc. v. DEA, 360 
U.S. App. D.C. 344, 362 F.3d 786, 797-98 (D.C. Cir. 2004)). The panel clearly expressed a desire for bona fide agency 
action that would explicitly articulate a specific rationale — oral representations during arguments before courts could not 
suffice as a substitute. Id. (stating that "the FDA's 'stated rationale for its decision is erroneous' and 'we cannot sustain its 
action on [*8] some other basis [it] did not mention,'" and describing the agency's statutory mandate and noting that it had 
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not yet been fulfilled) (citing PDK Labs., 362 F3d at 798). The D.C. Circuit also recalled that FDA had attempted to 
adopt a textual approach in Teva I, and hinted that, on remand, the agency would be expected to address the concerns 
expressed in Teva I regarding the reasonableness of such an approach. Id. at 5 n. 5. 

11. FDA's Decision on Remand 

On remand, the FDA reconsidered its earlier decision in light of Teva Ill's pronouncement that Teva I and Teva II 
were purely procedural in nature. In a fifteen-page, single-spaced decision letter issued on April 11, 2006, the agency 
adopted a textual approach to the statute, under which, based upon the plain language of the Hatch-Waxman Act, only a 
decision of a court holding on the merits that a particular patent is invalid, not infringed, or unenforceable would suffice to 
trigger the 180-day exclusivity period. See PL's Exh. A at 2, 6. The agency began by analyzing the meaning of the word 
"holding," referring to the definition adopted by the Seventh Edition of Black's ['"'9] Law Dictionary: "[a] court's deter- 
mination of a matter of law pivotal to its decision; a principle drawn from such a decision." Id. at 6-7 (citing BLACK'S 
LAW DICTIONARY at 737 (7th ed. 1999)). Based on this definition, the FDA concluded that, to be sufficient, the 
"holding must be evidenced by a statement on the face of the court's decision demonstrating that the court has made a 
determination on the merits [as to the] invalidity, noninfringement, or unenforceability [of the relevant patent]." Id. at 7. 
Under this approach, the determination must address one or more of the actual "elements or grounds of a claim or defense 
[of patent invalidity, noninfringement or unenforceability]; the substantive considerations to be taken into account in 
[making that] decision, as opposed to extraneous or technical points, especially of procedure." Id. (citing BLACK'S LAW 
DICTIONARY, supra, at 1003). 

FDA then assessed the first of three concerns expressed by the D.C. Circuit in Teva I and refen'ed to in footnote five 
of Teva III — whether a textual interpretation of the statute (as contrasted with the estoppel-based interpretation that 
Apotex advocates) n3 would [*10] lead to absurd results that undermine the purpose of the statute. Id. Recognizing that, 
in light of Teva III, the preference for an estoppel-based approach allegedly embodied in Teva I no longer constrains its 
decisionmaking process, FDA concluded that a textual approach is preferable because it gives substantive effect to the 
words chosen by Congress. Id. at 8. The estoppel-based approach would, in FDA's view, "render[] the terms 'decision,' 
'holding,' and 'invalid or not infringed' superfluous, in contravention of accepted canons of statutory construction." Id. 
(citing Bailey v. United States, 516 U.S. 137, 146, 116 S. Ct. 501, 133 L. Ed. 2d472 (1995)). The agency further expressed 
a concern that an estoppel-based approach would impose a large administrative burden by requiring it to resolve complex 
factual issues under the law in the absence of meaningful guidance from the courts. Id. at 8. FDA reasoned that the de- 
termination of whether one party is estopped from suing another is dependent upon a multifaceted composite of factual 
considerations and the legal consequences that flow therefrom, which it is admittedly "ill-equipped" to evaluate. Id. at 
["■'1 1] 8, 9. Based upon its previous experience, FDA characterized the estoppel-based approach as arduous and imprac- 
tical, often leading to uncertain and inconsistent results, and, as illustrated by the instant case, "inexorably spawning" 
perpetual litigation that undermines the statute's purpose of providing lower-cost generic alternatives to the public in an 
expedient fashion. Id. at 9. FDA concluded that following a textual interpretation of the statute, on the other hand, greatly 
improves the likelihood of industry certainty by facilitating consistency, dispenses with the inherent subjectivity that 
plagues an estoppel-focused analysis, and reduces the administrative burden by enabling the agency to look at the four 
corners of a court order to determine whether the exclusivity clock has been triggered. Id. at 9. 

n3 The many contours, drawbacks, and advantages of the estoppel approach are detailed in this Court's earlier 
decision. 

Addressing the second concern raised in Teva I, FDA considered whether ['''12] a textual approach would be con- 
sistent with its regulation, 21 C.F.R. § 314.107(c)(1), recognizing unenforceability as a "separate basis for a court deci- 
sion trigger." See id. at 9. The plain language of the regulation, FDA concluded, parallels the terms of the statute: the 
exclusivity clock is triggered as of "the date of a decision of a court holding the relevant patent invalid, unenforceable, or 
not infringed." § 314.107(c)(1)', PL's Exh. A at 10. Essentially, the only difference between the language of the regulation 
and that of the statute is that the former expressly provides for patent challenges based upon alleged unenforceability, 
whereas the latter does not. PL's Exh. A at 10. Thus, "even if a patentee's representations have the apparent effect of 
rendering a patent unenforceable vis-a-vis a particular ANDA applicant, in the agency's view, a holding of unenforce- 
ability must result from a court's consideration of that issue on the merits, rather than FDA's evaluation of the effect of a 
patentee's statement." Id. at 10 (emphasis in original). From FDA's perspective, then, an estoppel-based approach "turns 
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the statutory language [*13] on its head, by compelling FDA — rather than a court" to "make a 'decision' and a 'holding' of 
unenforceability." Id. 

Turning to the final issue raised by Teva I, FDA discussed two perceived inconsistencies in its prior decisionmaking, 
specifically: (1) how the conclusion that it reached in Teva I could be justified under the "case-by-case" approach al- 
legedly adopted by the agency in its earlier guidance document; and (2) how it could have reached a different conclusion 
with respect to the court action at issue in Teva I and the court action at issue in another case, Granutec, Inc. v. Shalala, 
139 FJd 889, 1998 WL 153410 (4th Cir. Apr. 3, 1998) (unpublished disposition). With respect to the guidance document, 
FDA pointed to "dramatic [] changes" in the regulatory landscape that have occurred since it considered the dismissal at 
issue in Teva I. PL's Exh. A at 10. The Teva I opinion "suggested that [the agency] had failed to adopt any particular 
interpretation of the statute . . . [or] 'abide[] by the commitments it made in the [guidance document]." Id. at 10-11. 
Subsequently, FDA had proposed a new approach, under which exclusivity [*14] would be forfeited if the clock had not 
been triggered within a particular amount of time. Id. at 11. The proposed rule was withdrawn in 2002 "in part due to 
[FDA's] belief that the Teva I 'holding was directly at odds with the [triggering-period] approach.'" Id. Thereafter, Con- 
gress significantly changed the 180-day exclusivity provision through the Medicare Prescription Drug, Improvement, and 
Modernization Act of 2003 ("MMA"), and FDA thought it unwise to waste precious resources drafting a regulation that 
would become less important in light of the MMA and perhaps be "vulnerable to challenge if it diverged from Teva I." Id. 
n4 The agency concluded its analysis by stating that it "is [now] independently interpreting the statute in accordance with 
the direction of the Teva III court" and adopting an interpretation that it considers "fully consistent with the statutory 
language and the extensive regulatory and judicial history concerning the agency's treatment of the court decision trigger 
issue." Id. 



n4 The pre-MMA version of the statute applies to this case, and all statutory citations to the Hatch-Waxman 
Act and the FDCA are to the pre-amendment version of the statute. 

[=^15] 

On the second consistency point, the dismissals at issue in Teva I and Granutec were both predicated on statements 
made by the manufacturers of the branded drugs, which functioned to estop those companies from being able to file suit 
for patent infringement in the future. FDA reached different conclusions in those cases, determining that the dismissal 
underlying Teva I did not trigger the exclusivity period but the one in Granutec did. According to FDA, its conclusions are 
not irreconcilable, and they are consistent with the textually-based approach that the agency now espouses. Id. at 12. The 
Granutec dismissal was a court-issued memorandum decision that granted a motion for partial summary judgment on the 
basis that the relevant patent was not infringed. Id. at 12 (citing Glaxo, Inc. v. Boehringer Ingelheim Corp., 1996 U.S. Dist. 
LEXIS 17828, No. 95-CV-01342 (D. Conn. Oct. 7, 1996)). A grant of partial summary judgment is, in FDA's view, a 
holding on the merits. Id. In contrast, the dismissal underlying Teva I was purely jurisdictional in nature, because it was 
based upon a determination that, in light of the statements made by the manufacturer of the branded drug, the [*16] 
non-movant (Teva) lacked a reasonable apprehension that it would be sued for infringement of the relevant patent. Id. 
(citing Teva I, 182 F.3d at 1004). In FDA's words, "once the court recognized that it lacked jurisdiction, it appropriately 
refused to decide the merits of the case and granted . . . the motion to dismiss." Id. Hence, FDA does not consider the Teva 
I dismissal to be a "decision of a court" under a textual interpretation of the statute, but does consider the Granutec dis- 
missal based on a grant of partial summary judgment to be one. Id. 

Next, FDA explained how the textual approach was more consistent with congressional intent. To begin with, al- 
though the textual approach could theoretically slow the entry of lower-cost generic drugs into the marketplace by more 
jealously safeguarding exclusivity entitlements, FDA noted that it also facilitates patent challenges "overall." Id. at 13. 
The estoppel approach, on the other hand, interprets the court-decision trigger more broadly, which may at first blush 
appear to further the underlying purpose of the statute by making generic products available to consumers at an expedited 
pace, [*17] id. at 13, but actually diminishes the value of the exclusivity entitlement and, accordingly, deters pharma- 
ceutical companies from challenging patents, id. at 12, 13. By creating the exclusivity entitlement, the FDA observed. 
Congress manifested a belief that some incentive in addition to the prospect of earlier generic market entry was required in 
order to encourage pharmaceutical companies to undertake the risks and burdens of pursuing patent challenges. Id. at 12, 
13. A narrower interpretation of the court-decision trigger (as provided by the textual approach) makes it harder to trigger 
the exclusivity periods, thereby preserving their value to pharmaceutical companies and, in FDA's view, leaving in place 
the incentive that Congress saw fit to create. Id. at 13. 
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Put another way, FDA recognized that each approach furthers certain policy objectives while undercutting others. Id. 
The agency pointed to the instant litigation involving Apotex and Teva as an example of the creative legal maneuvering in 
which pharmaceutical companies have repeatedly engaged, flip-flopping between diametrically opposed positions in 
various litigation actions based upon their financial [*18] interests. Id. at 13-14. This behavior, FDA concluded, will 
occur "whenever the potential financial rewards are sufficiently high," and "a standard less objective and clear than the 
'holding-on-the-merits' standard" would increase the opportunities for such disputes. Id. at 14. Because such contests are 
lengthy and costly, they often delay the entry of generic drugs into the market. Id. "It is in the public's interest, as well as 
FDA's own interest," FDA continued, "to have exclusivity triggering determinations governed by a legal regime that is 
clear and easily administered." Id. at 14. In its view, the estoppel approach "offers no guarantee of more rapid generic drug 
approvals, only a high likelihood of delay due to litigation, and the prospect that this area of law will remain unnecessarily 
unstable, thus undermining marketplace certainty and interfering with business planning and investment." Id. 

Finally, FDA addressed the application of the textual approach to the facts of Teva III, and determined that the un- 
derlying Apotex-BMS dismissal is not a "decision of a court" because it contains no "'holding' that the subject patents are 
invalid, not infringed [*19] or unenforceable" and the face of the dismissal is devoid of any court determination touching 
on any of the patents at issue. Id. Like the dismissal at issue in Teva I, the Apotex-BMS dismissal is (by its own terms) 
wholly jurisdictional, FDA concluded, and does not constitute a "holding on the merits." See id. On this rationale, FDA 
determined that the "180-day exclusivity for pravastatin was not triggered by the [Apotex-BMS] dismissal" and pro- 
claimed that "absent a material change in circumstances, FDA intends to approve only those AND As eligible for 180-day 
exclusivity for pravastatin when the [relevant] patent . . . expires on April 20, 2006. Approvals of all other pravastatin 
ANDAs will be delayed for 180 days after exclusivity has been triggered." Id. 

III. The Current Proceeding 

Taking note of the proverbial "writing on the wall," Apotex initially filed the complaint in this action and a motion for 
a temporary restraining order on April 5, 2006, in advance of FDA's remand decision. See generally CompL; PL's Mot. 
T.R.O. Teva was added as an intervenor-defendant on April 10, 2006. Apotex Inc. v. FDA, Civil Action No. 06-0627, dkt. 
['''20] no. 10 (D.D.C. Apr. 10, 2006) (Order). In its April 5th motion, Apotex argued that the representations of gov- 
ernment counsel at the oral argument on appeal — and in FDA's appellate briefs — constituted "final agency action" on the 
basis of which it was entitled to pursue relief in this Court under 5 U.S.C. § 705. See PL's Mot. T.R.O. at 12-13; see also 
CompL at 13 P53. Unpersuaded — and wary of potential jurisdictional complications — this Court directed Apotex to 
re-file its motion following the release of the impending agency decision. On April 11, 2006, FDA issued its remand 
decision. See generally PL's Exh. A. Three days later, on April 14, 2006, Apotex re-filed its motion, this time choosing 
also to pursue a preliminary injunction immediately. See PL's Mot. T.R.O. & Prelim. Inj. Ranbaxy filed a motion to 
intervene on April 12, 2006, arguing that it was the first to file an ANDA containing a paragraph IV certification for one 
particular dosage of Pravachol (R) — hence, Ranbaxy contended that it was entitled to the contested exclusivity period. 
See Ranbaxy Mot. Interv. as Defs. at 1. The Court granted Ranbaxy's motion the same day. ['■'21] Apotex Inc. v. FDA, 
Civil Action No. 06-0627, dkt. no. 16 (D.D.C. Apr. 12, 2006) (Order). The FDA and intervenor-defendants responded to 
Apotex's motion on April 18, 2006, and all parties have agreed that this matter should be addressed as a preliminary 
injunction request. Armed with the final agency decision, plaintiff's motion, and the memoranda of all parties, the Court 
will now address the merits of plaintiff's contentions. 

LEGAL STANDARDS 

[IIN3] When considering a motion for preliminary injunction or temporary restraining order, a court must weigh four 
factors: (1) the prospective irreparable injury to the movant in the event that the requested relief is denied; (2) the possi- 
bility of harm to other parties in the event that the relief is granted; (3) the likelihood that the movant will prevail on the 
merits; and (4) the public interest. See, e.g., Mova Pharm. Corp. v. Shalala, 329 U.S. App. D.C. 341, 140 F.3d 1060, 1066 
(D.C. Cir. 1998). n5 "These factors interrelate on a sliding scale and must be balanced against each other," Davenport v. 
Int'l Bd. of Teamsters AFL-CIO, 334 U.S. App. D.C. 228, 166 F.3d 356, 360-61 (D.C Cir. 1999), such that a particularly 
[*22] strong showing with respect to one may compensate for a weaker showing with respect to another, CityFed Fin. 
Corp. V. OTS, 313 U.S. App. D.C 178, 58 F.3d 738, 747 (D.C. Cir. 1995). Specifically, the "likehhood of success on the 
merits" inquiry is inversely proportional to the "degree of irreparable harm" inquiry — that is, a court may grant the 
sought-after relief when the movant is very likely to succeed on the merits, in the face of a lesser degree of potential 
irreparable injury. Cuomo v. United States Nuclear Regulatory Com., 249 U.S. App. D.C 54, 772 F.2d972, 974 (D.C Cir. 
1985). 
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n5 [HN4] Plaintiff has also moved for a stay pending appeal in the event that it does not prevail before this 
Court. That request is analyzed under the same four-pronged legal framework that applies to the motion for 
temporary restraining order and preliminary injunction. See Teva Pharms. USA, 404 F. Supp. 2d at 245 (citing 
Washington Area Metro. Auth. Comm'n v. Holiday Tours, 182 U.S. App. D.C. 220, 559 F.2d 841, 843-44 (D.C. Cir. 
1977)). 



[^^23] 



Whether plaintiff is likely to prevail on the merits is, under the circumstances of this case, informed by the deferential 
standards of review under the APA. [HN5] Pursuant to the relevant provisions of the APA, a court may vacate FDA's 
decision if it is "arbitrary, capricious, an abuse of discretion, or otherwise not in accordance with the law," 5 U.S.C. § 
706(2 )( A), or in excess of statutory authority, 5 U.S.C. § 706(2 )(C). Agency actions are entitled to much deference, and 
the standard of review is narrow. See Citizens to Preserve Overton Park, Inc. v. Volpe, 401 U.S. 402, 416, 91 S. Ct. 814, 28 
L. Ed. 2d 136 (1971). The reviewing court is not permitted to substituteitsjudgmentfor thatof the agency. See id. That is, 
it is not enough for the agency decision to be incorrect — as long as the agency decision has some rational basis, the court 
is bound to uphold it. See id. The court may only review the agency action to determine "whether the decision was based 
on a consideration of the relevant factors and whether there has been a clear error of judgment." Id. 

The familiar framework of Chevron USA, Inc. v. Natural Resources Defense Council, 467 U.S. 837, 104 S. Ct. 2778, 
81 L. Ed. 2d 694 (1984), ['"'24] applies here. [HN6] At step one of Chevron, the Court first must inquire whether the 
statute "speaks clearly 'to the precise question at issue.'" Chevron, 467 U.S. at 842-43. If so, then the analysis proceeds no 
further — the Court must "give effect to the unambiguously expressed intent of Congress." Id.; see also Robinson v. Shell 
Oil Co., 519 U.S. 337, 340, 117 S. Ct. 843, 136 L. Ed. 2d 808 (1997) (if text is plain and unambiguous, then the analysis 
ends there). If, however, the statute is not clear in relation to the specific issue before the Court, then under Chevron step 
two, the Court must consider whether FDA's interpretation is supported by a "permissible construction" of the statute. 
Chevron, 467 U.S. at 843. But the Court will only reach the second inquiry under Chevron if it determines that the statute 
is "silent or ambiguous with respect to the specific issue" presented. Id. The "existence of ambiguity is not enough per se 
to warrant deference to the agency's interpretation. The ambiguity must be such as to make it appear that Congress either 
explicitly or implicitly delegated authority to cure that ambiguity." Am. Bar Ass'n v. FTC, 368 U.S. App. D.C. 368, 430 
F.3d457, 469 (D.C. Cir. 2005); [^'=25] see also Michigan v. EPA, 348 U.S. App. D.C. 6, 348 U.S. App. D.C. 7, 268 F.3d 
1075, 1082 (D.C. Cir. 2001). Hence, under the Chevron step two deferential analysis, if the statute is "ambiguous in such 
a way as to make the [FDA's] decision worthy of deference," then this Court should "uphold the [FDA's] interpretation of 
the ambiguous statute as long as that interpretation is 'permissible,' that is, if it is 'reasonable.'" Am. Bar Ass'n, 430 F.3d at 
468 (quoting Chevron, 467 U.S. at 843, 845). 

[HN7] When the agency decision is based upon its interpretation of the statute that it is charged with administering, a 
court's deference to the agency is at its apex. See United States v. Mead, 533 U.S. 218, 226-27, 121 S. Ct. 2164, 150 L. Ed. 
2d 292 (2001). Because FDA is interpreting its own statute here (the FDCA), the appropriate degree of deference will be 
determined based upon the circumstances surrounding that interpretation. See id. at 227-31. An agency will receive 
utmost deference if "it appears that Congress delegated authority to the agency generally to make rules carrying the force 
of law, and that the agency interpretation claiming [''=26] deference was promulgated in the exercise of that authority." 
Mead, 533 U.S. at 226-27. [HNS] The FDCA, pursuant to 21 U.S.C. § 371(a), grants exphcit authority to FDA "to 
promulgate regulations for the efficient enforcement of" the statute. Similarly, the Hatch-Waxman Amendments permit 
FDA to promulgate regulations that are "necessary for the administration" of those amendments. See 21 U.S. C § 355 note, 
Pub. L. No. 98-417, 105, 98 Stat. 1585, 1597 (1984). 

As the D.C. Circuit noted in Teva III, it is the responsibility of FDA "to 'bring its experience and expertise to bear in 
light of competing interests at stake' and make a reasonable policy choice." 441 F.3d at 5 (quoting PDK Labs., Inc., 362 
F.3d at 797-98). Frequently, the D.C. Circuit has given Chevron deference to FDA's interpretation of the FDCA and the 
agency's implementing regulations. See Novartis Pharms. Corp. v. Leavitt, 369 U.S. App. D.C. 232, 435 F.3d 344, 349 
(D.C. Cir. 2006) (stating that [HN9] "FDA interpretations of the FDCA receive deference, as do its interpretations of its 
own regulations unless plainly erroneous or inconsistent [*27] with the regulations"); Mylan Labs., Inc. v. Thompson, 363 
U.S. App. D.C. 440, 389 F.3d 1272, 1281 (D.C. Cir. 2004); Purepac Pharm. Co. v. TorPharm, Inc., 359 U.S. App. D.C. 
319, 354 F.3d 877, 883 (D.C. Cir. 2004). n6 It makes no difference, moreover, that an administrative determination is 
embodied in a decision letter, as here, rather than in a rulemaking or formal adjudication; Chevron deference still applies. 
See Mylan, 389 F.3d at 1279-80. 
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n6 The FDA is entitled to the same "substantial deference" whether this Court is viewed as assessing the 
agency's interpretation of its statute or its implementing regulation. See Thomas Jejferson Univ, v. Shalala, 512 
U.S. 504, 512, IMS. Ct. 2381, 129 L. Ed. 2d405 (1994); U.S. Air TourAss'n v. FAA, 353 U.S. App. D.C. 213, 298 
F.3d997, 1005 (D.C. Cir. 2002). 

ANALYSIS 

I. Whether Plaintiff is Likely to Prevail on the Merits of its Argument that the Apotex-BMS Dismissal Triggered 
the 180-Day Exclusivity Period [ ' 28] for Pravastatin 

[HNIO] To obtain emergency injunctive relief, plaintiff need not prevail on each factor of the four-pronged calculus. 
See Teva Pharms., 404 F. Supp. 2d at 245 (citing Holiday Tours, Inc., 559 F.2d at 843-44). Nevertheless, the case law in 
this Circuit indicates that the "likelihood of success on the merits" inquiry is the most salient consideration, because a 
plaintiffs failure to prevail on that prong necessitates an unusually strong showing as to the remaining three factors in 
order "to turn the tide in [its] favor." Davenport, 166 F.3d at 366. Hence, the Court will tackle this step in the analysis first. 
As noted above, whether plaintiff is likely to succeed on the merits is an assessment that is governed by the Chevron 
framework. 

A. Chevron Step One 

At step one of Chevron, the Court must first consider whether the relevant statutory provision, § 355(j)(5)(B)(iv)(II), 
is silent or ambiguous with respect to the issue presented. The provision appears, at first blush, to use language that is 
sufficiently uncomplicated to lend itself to but one interpretation of the qualifying event: a "decision [''=29] of a court . . . 
holding the patent . . . invalid or not infringed." § 355(j)(5)(B)(iv)(II). Any superficial simplicity, however, is deceptive. 
The Court is well aware of the confusion that this language has caused. One need not look very far to discover that there is 
considerable room for debate regarding what constitutes a "decision" or "holding." See, e.g., Teva III, 441 F.3d at 3, 4; 
Teva I, 182 F.2d at 1007-08. It seems, then, that careful, inventive lawyering has rendered uncertain what might otherwise 
have appeared straightforward and unambiguous. See Teva I, 182 F.3d at 1007-08 (noting that a "'decision' can take 
several forms" and the word "'holding' ... is also susceptible to interpretation"). To be sure, the language of the statute 
does not foreclose the textual or holding-on-the-merits approach adopted by the FDA; nor does it require the estop- 
pel-based interpretation that plaintiff so vehemently urges. See id. at 1012 (noting that the estoppel approach is not the 
only permissible construction of the court-decision trigger). But the latent ambiguity inherent in the terms "decision" and 
"holding" is sufficient [''30] to render the provision ambiguous. In fact, the FDA itself has previously acknowledged that 
the holding-on-the-merits approach is arguably more narrow than the language of § 355(j)(5)(B)(iv)(II) supports. See id. 
at 1011. 

In this Court's view, the holding-on-the-merits approach arises more naturally from the statutory language than does 
the estoppel approach, and, accordingly, is the better interpretation. But that is not the proper inquiry. [HNl 1] At Chevron 
step one, the mere possibility of more than one meaning, in a given context, for a statutory word or phrase is sufficient to 
warrant further inquiry into the agency's deliberative process. Under such circumstances, "'the text and reasonable in- 
ferences from it [do not] give a clear answer against'" either interpretation. See Cal. Indep. Sys. Operator Corp. v. FERC, 
362 U.S. App. D.C. 28, 372 F.3d395, 402 (D.C. Cir. 2004) (quoting Brown v. Gardner, 513 U.S. 115, 120, 115 S. Ct. 552, 
130 L. Ed. 2d 462 (1994)). "In determining whether a statutory provision speaks directly to the question before [it, a court 
must] consider it in context." Sqq Holly Sugar Corp. v. Johanns, 369 U.S. App. D.C. 358, 437 F. 3d 1210, 1213 (D.C. Cir. 
2006) ((citing FDA v. Brown & Williamson Tobacco Corp., 529 U.S. 120, 132-33, 120 S. Ct. 1291, 146 L. Ed. 2d 121 
(2000)). [*3 1 ] Here, it simply cannot be said that the FDA's approach is the only reasonable way to interpret the statute — 
the statute never specifies that the "decision" and "holding" rendered by the court must be "on the merits" of the dispute. 
Hence, the provision is ambiguous, and the Court will proceed to step two of the Chevron analysis. Certainly, that as- 
sessment is consistent with the thrust of the D.C. Circuit's observations in Teva I and Teva III. 

B. Chevron Step Two 

1. Whether the FDA's Approach is a Permissible Construction of the Statute 

At step two of Chevron, the threshold inquiry is whether the holding-on-the-merits approach may reasonably be di- 
vined from the text of the statute. See Chevron, 467 U.S. at 843. This Court readily concludes that it may: by its plain 
terms, the language of the provision requires a "decision of a court . . . holding the patent . . . invalid or not infringed," and 
makes no mention of notions of estoppel. A natural, and therefore permissible, construction of this language is that it 
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requires a judicial decision addressing the merits of the patent infringement or invalidity action. Indeed, in so concluding, 
[*32] FDA has correctly commenced its analysis with the plain language of the statutory provision. See Barnhart v. 
Sigmon Coal Co., 534 U.S. 438, 450, 122 S. Ct. 941, 151 L. Ed. 2d 908 (2002); Group Life & Health Ins. Co. v. Royal 
Drug Co., 440 U.S. 205, 210, 99 S. Ct. 1067, 59 L. Ed. 2d 261 (1979). 

2. Whether the FDA's Approach is the Product of Reasoned Agency Decisionmaking 

The Court must also consider whether the approach taken by the FDA is supported by reasoned agency decision- 
making. See Teva II, 2000 WL 1838303, at ^'=2. Apotex argues that the FDA's April 11, 2006 decision is identical to the 
views FDA espoused in Teva I and Teva 11. Because the holding-on-the-merits approach was, in Apotex's view, rejected 
by the D.C. Circuit in Teva I and Teva II, and rejected by Judge Kollar-Kotelly of this Court on remand, it allegedly 
follows that it should likewise be deemed insufficient here. But Teva I and Teva II must be construed in light of Teva III, 
which states clearly that the D.C. Circuit neither invalidated the holding-on-the-merits interpretation that FDA now ad- 
vocates nor established a substantive rule of law regarding [*33] the proper construction of the court-decision trigger. See 
Teva III, 441 F.3d at 3-4. Teva I and Teva II were purely procedural in nature, and they held only that "the FDA's con- 
clusion [was] 'arbitrary and capricious inasmuch as [it] [took] an inconsistent position in another case and failed to explain 
adequately the inconsistency.'" Id. at 4 (citing Teva I, 182 F.3d at 1004) (emphasis added). n7 Hence, plaintiff's sugges- 
tion that the holding-on-the-merits approach itself is arbitrary and capricious is misleading — it was the agency's failure to 
justify that approach under the law that was deemed arbitrary and capricious, not the approach itself. Because the FDA 
had suddenly reversed course and failed to follow the case-by-case method that it purportedly adopted in its earlier 
guidance document "without justification" and based on nothing more than a desire for administrative ease, see Teva I, 
182 F.3d at 1011, the FDA's ultimate conclusion could not be sustained as the product of a reasoned agency decision- 
making process, see Teva II, 2000 WL 1838303 at ''=2. Thus, in Teva [*34] I the FDA failed even to establish that it was 
entitled to deference under Chevron — it "offered no particular interpretation of [the court-decision trigger] provision, 
relying instead on its authority to interpret the provision narrowly until it promulgated a new rule." 182 F.2d at 1007. 

n7 Apotex also relies on certain language in Teva I that it characterizes as a categorical recognition by the D.C. 
Circuit that dismissals like the Apotex-BMS dismissal are qualifying triggering events. See PL's Mot. T.R.O. &. 
Prelim. Inj. at 17; see also Teva I, 182 F.3d at 1009 (stating that "the [Teva I] dismissal appears to meet the re- 
quirements of a triggering 'court decision' because the dismissing court had to make a predicate finding with re- 
spect to whether [the manufacturer of the branded drug] would ever sue . . . for infringement in order to conclude 
that there was no case or controversy between the parties"). The problem with this argument is that, in the wake of 
Teva III, the language has little continuing force: its function was to identify weaknesses in the agency's logic that 
remained unaddressed as a result of the failure to engage in considered analysis. The language cannot be consid- 
ered a determinative statement of law regarding the types of dismissals that would satisfy the statute; rather, it 
must be understood as an invitation for FDA to grapple with certain issues on remand. 

[*35] 

The outcome in Teva I and Teva II rested on the FDA's abdication of its responsibility "to bring its experience and 
expertise to bear" upon the court-decision trigger interpretation. Teva III, 441 F.3d a? 5 (quoting PDKLabs, Inc., 362 F.3d 
at 797-98). This Court is not convinced, however, that the FDA has similarly "failed to adequately explain" its conclusion 
here. The FDA's April 11, 2006 remand decision is not, as Apotex claims, "indistinguishable" from the agency's actions in 
Teva I and Teva II. This time, the FDA has not relied solely on administrative concerns. Rather, the record reveals that the 
FDA "brought its experience and expertise to bear," utilizing its resources and fulfilling its statutory mandate by carefully 
considering the statute's text, see PL's Exh. A at 7, balancing the advantages and drawbacks of each approach, considering 
the competing policy interests that underlie the statute, examining the possible implications of congressional intent, and 
ultimately exercising its delegated discretion to choose from among the available options, see id. at 8-10, 12-14. As the 
FDA has acknowledged, neither the ['"'36] holding-on-the-merits approach nor the estoppel approach is without com- 
plication or idiosyncracy. Both approaches may, in theory, function to undercut legislative policy and congressional intent 
in some regard. However, the holding-on-the-merits approach offers benefits that the estoppel approach does not. Pri- 
marily, it preserves the incentive for companies to undertake the very substantial risks and costs associated with patent 
challenges; it is congruent with the intent of Congress as expressed through the plain language of the statute; it facilitates 
certainty and consistency on an industry-wide basis; it offers heightened ease of administration; n8 and it reduces op- 
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portunities for lengthy, costly, and repetitive litigation. By facilitating patent challenges and reducing complex litigation, 
the holding-on-the-merits approach actually furthers the very policy that Apotex claims it undermines — the goal of get- 
ting more low-cost generic products into the hands of consumers as quickly as possible. FDA's April 11, 2006 decision 
therefore constitutes a much more thorough, considered, and comprehensive analysis than the agency undertook in Teva I 
or Teva II. In any event, the [*37] choice between competing policy concerns is for the agency, not this Court, to make, 
and here FDA has properly adopted an interpretation that hews closely to the terms chosen by Congress to express its 
legislative judgment. See Teva Pharm. Indus., Ltd. v. Crawford, 366 U.S. App. D.C. 203, 410 F.3d 51, 54 (D.C. Cir. 
2005). 

n8 [HN12] It is perfectly appropriate for the agency to consider administrative convenience as one component 
of the overall mix of factors when developing an interpretive approach. See Teva II, 2000 WL 1838303, at *1 
(quoting Teva Pharms., USA, 337 U.S. App. D.C. 204, 1999 WL 1042743, at *5); see also Clinton Mem' I Hosp. v. 
Shalala, 304 U.S. App. D. C 79, 10 F.3d 854, 860 (D. C Cir. 1993). The problem in Teva I and Teva II was that the 
agency attempted to insulate its otherwise unexplained action solely on that basis. See Teva II, 2000 WL 1838303, 
at ^'=2 (quoting Teva Pharms., USA, 337 U.S. App. D.C. 204, 1999 WL 1042743, at *5). Here, in contrast, the 
agency has articulated many reasons for its decision to abandon the case-by-case method, reject the estoppel ap- 
proach, and adopt the holding-on-the-merits approach. Under such circumstances, the Court "has no business 
second-guessing the agency." Teva II, 2000 WL 1838303, at *4 (Edwards, J., concurring in part and dissenting in 
part). 

[*38] 

3. Whether the FDA's Approach is Reasonable in Practice 

[HN13] The reasonableness of the agency's approach in practice plays an important part in the Chevron step two 
analysis. See Associated Gas Distribs. v. FERC, 283 U.S. App. D.C. 265, 899 F.2d 1250, 1261-63 (D.C. Cir. 1990); cf. 
Teva I, 182 F.3d at 1011 (stating that the FDA must interpret the court-decision trigger clause of Hatch-Waxman in a 
manner that "avoids absurd results and furthers the statute's purpose"). An approach that is practically infeasible may thus 
prove not to be a permissible construction of the statute. For many of the same reasons that the holding-on-the-merits 
approach is supported by reasoned agency decisionmaking, it is also reasonable in practice. 

Plaintiff's argument that the approach "nullifies the crucial declaratory judgment mechanism for ANDA applicants," 
PL's Mot. T.R.O. & Prelim. Inj. at 26, does not warrant a contrary conclusion. [HN14] As long as the party filing the 
declaratory judgment action meets the "case or controversy" requirements of Article III (meaning that it has a reasonable 
apprehension of suit by the branded product manufacturer), that party may ['''39] seek a court decision that qualifies as a 
triggering event under the statute. The holding-on-the-merits approach does not "nullify[] the crucial declaratory judg- 
ment mechanism," then, it only nullifies the manipulation of that mechanism, which has facilitated numerous sham 
lawsuits akin to the Apotex-BMS litigation. 

As the FDA's remand decision acknowledged, the holding-on-the-merits approach is not perfect, but neither is the 
estoppel approach advocated by Apotex. For example, the estoppel approach completely ignores the language of the 
statutory provision, which requires a decision of a court with an actual holding. PL's Exh. A at 8. The FDA has correctly 
noted that parties may be estopped for any number of reasons, based upon various considerations, which may be wholly 
unrelated to patent infringement, unenforceability, or invalidity. To make estoppel the pivotal focus is essentially to 
amend the statute's text, effectively deleting the words "holding the [relevant] patent . . . invalid or not infringed." Such an 
approach would "contravene accepted cannons of statutory construction," id. (citing Bailey, 516 U.S. at 146), because, as 
[*40] the Court discussed supra, it would run counter to the seemingly clear language of the statute. n9 

n9 This observation does not conflict with the Court's earlier conclusion that the provision's text is not suf- 
ficiently unambiguous to end the inquiry at Chevron step one. The ambiguity in the language is latent in nature, 
arising from the fine legal distinctions that may be drawn when interpreting the meaning of individual words like 
"decision" and "holding." Hence, while the language is ambiguous when judged by Chevron step one standards, it 
does, nonetheless, lend itself strongly and naturally to the FDA's interpretation, and not the estoppel approach 
urged by Apotex. 
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Plaintiff may well be correct that "some degree of legal analysis is unavoidable in the context of the court-decision 
trigger." See Teva II, 2000 WL 1838303, at ^'=1 (quoting Teva Pharms., USA, 337 U.S. App. D.C. 204, 1999 WL 1042743, 
at *5). But the holding-on-the-merits approach does not entirely eradicate legal analysis; [*41] it merely focuses that 
analysis. Instead of engaging in the broader, more amorphous, subjective, and labor-intensive inquiries associated with 
estoppel (including what constitutes a reasonable apprehension of suit, what is sufficient to eradicate such an apprehen- 
sion, and what is sufficient to prevent such an apprehension from ever arising in the first place), the FDA will instead 
concern itself with the more focused issues of what constitutes a holding "on the merits" of the patent suit, and whether 
that holding is the result of a court decision, rather than a decision or agreement of the parties. 

Even if, as plaintiff contends, the estoppel approach is less imperfect than the holding-on-the-merits approach, that 
does not render the FDA's approach impermissible. See Am. Bar Ass'n, 430 F.3d at 468. [IIN15] The act of analyzing 
competing policy concerns against the backdrop of the statutory landscape that Congress has placed in its charge is the 
quintessential function of an administrative agency. See, e.g., Teva Pharms. Indus., 410 F.3d at 54. It is precisely the 
province of the agency to choose from among the permissible constructions and competing ['H2] policy interests of a 
statute after assessing the benefits and disadvantages of each, and the Court may not substitute itsjudgmentfor thatof the 
agency. See Am. Bar Ass'n, 430 F.3d at 468; see also Chevron, 467 U.S. at 866 (stating that "the responsibility for as- 
sessing the wisdom of such policy choices . . . [is] not [a] judicial one[]"); cf. Teva III, 441 F.3d at 4-5. Under Chevron's 
highly deferential standard, it matters not which is the better or even the correct interpretation, as long as the one advo- 
cated by the FDA is not entirely irrational. See Am. Bar Ass'n, 430 F. 3d at 468. This is particularly so in an administrative 
context that, like the one currently before the Court, is admittedly fraught with complications and conflicts. See Barnhart, 
535 U.S. 212, 222, 122 S. Ct. 1265, 152 L. Ed. 2d 330 (2002). Here, the FDA has been given substantial authority over an 
ambiguous statute in this complex arena, and has chosen a method that it believes properly strikes the delicate balance 
between competing legislative policies, thereby filling the gap left by Congress. See Teva III, 441 F.3d at 4 (citing 
Chevron, 467 U.S. at 843-44). [*43] Under such circumstances, the deference to which the agency is entitled is at its apex, 
sQcMead, 533 U.S. at 226-27, and the Court cannot conclude that the FDA has acted irrationally or outside the scope of its 
authority, see Cal. Indep. Sys. Operator Corp., 372 F.3d at 399-400 (citing Chevron, 467 U.S. at 843-44; Motion Picture 
Ass'n of Am., Inc. v. FCC, 353 U.S. App. D.C. 405, 309 F.3d 796, 801 (D.C. Cir. 2002}}. "So long as [the FDA's] inter- 
pretation is 'permissible,' that is, if it is 'reasonable,'" it must be upheld under Chevron. Am. Bar Ass'n, 430 F.3d at 468 
(quoting Chevron, 467 U.S. at 843, 845}. Operating, as it must, within these well-settled principles, the Court concludes 
that the FDA's interpretation of its statute and implementing regulation is reasonable. 

C. Whether the FDA's Remand Decision Adequately Addresses the Concerns Expressed in Teva I 

In Teva III, the D.C. Circuit noted that 



the FDA states that in the absence of any perceived Teva I constraint, it would employ a 'textual' approach 
to interpreting the statute, ['■'44] and would take the position that dismissals of declaratory judgment ac- 
tions are not court decisions holding a patent to be invalid or not infringed .... The agency took a similar 
position in Teva I, but failed to provide adequate explanation. In this litigation the FDA still has not an- 
swered the questions put to it by the Teva I court. 

441 F.3d at 5 n5. Apotex argues that this language constitutes a requirement that the FDA, on remand in Teva III, rec- 
oncile the result that it reached in Teva I and Teva II under the case-by-case method adopted in the earlier guidance 
document; reconcile the result that it reached in Teva I and Teva II, as well as the result that it has reached regarding the 
Apotex-BMS dismissal, with the result that it reached in Granutec; and explain how its departure from the estoppel ap- 
proach is permissible in light of its regulation including a decision as to unenforceability as a possible triggering event. 
Apotex also submits that the FDA's remand decision has left these questions unanswered yet again. 

As a threshold matter, Apotex is mistaken regarding the effect of the D.C. Circuit's statement in [*45] Teva III. It 
would be nonsensical if that language required the FDA to reconcile the results that it reached in Teva I, Teva II, and 
Granutec, or to justify the result that it reached here regarding the Apotex-BMS dismissal under the now-defunct 
case-by-case method. At the time of those earlier decisions, the FDA had committed itself to using the case-by-case 
method while it awaited promulgation of a new, final rule. In Teva I and Teva II, however, the FDA decided to apply the 
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holding-on-the-merits approach, and did not explain its departure from the case-by-case method. The concerns expressed 
by the D.C. Circuit in Teva I were predicated upon the improper rejection of the case-by-case method and considerations 
of estoppel in favor of the holding-on-the-merits approach in the absence of any justification for the departure. Now, 
however, the agency has explicitly rejected the case-by-case method, as well as the estoppel approach, in favor of the 
holding-on-the-merits approach, and that rejection has been fully explained in the April 11, 2006 decision letter. Teva III 
explicitly opened the door for the FDA to do this — the FDA stated, at oral argument [*46] and in its briefs, that it would 
adopt the holding-on-the-merits approach if it were free to do so. Following these representations, the D.C. Circuit issued 
the Teva III opinion, which held that neither Teva I, Teva II, nor any other circuit precedent required the FDA to use the 
estoppel approach or the case-by-case method. As long as the FDA explained adequately its reasons for doing so, it could 
adopt whatever approach it preferred. The necessary corollary is that Teva III recognized the agency's authority to reject 
other approaches, including the one previously followed. Accordingly, decisions rendered under the case-by-case method 
when it was still viable have little, if any, bearing on assessments made under the new holding-on-the-merits approach, 
and it makes little sense to require the FDA to justify its decision here under the case-by-case method when that method is 
no longer being employed. 

Instead, the Court interprets the language in Teva III as an admonishment to the agency that while it is free to reject 
certain approaches and adopt the one that it prefers, it must explain adequately its reasons for doing so, and it must rec- 
oncile any currently relevant ['H7] aberrations that may be created as a result (including any inconsistency with the 
still-effective regulation on unenforceability). Teva III merely reminded the agency that it cannot commit the same sins as 
it did in Teva I. In any event, even if Apotex's interpretation of that language were correct, the Court is convinced that the 
FDA has satisfied its responsibilities in its remand decision. To begin with, the agency has explained why its decision is 
not arbitrary or capricious in light of its previous guidance document — the guidance document is no longer viable. Be- 
cause the FDA is no longer required, by its own commitment, to make a case-by-case assessment based on considerations 
of estoppel, it is permissible for the FDA to reach a conclusion under its new approach that might not have been supported 
under a case-by-case assessment. Simply put, the guidance document can no longer be considered the frame of reference 
for proper agency action. 

Moreover, the FDA has adequately articulated how the holding-on-the-merits approach is consistent with its im- 
plementing regulation. The language of the regulation parallels the language of the statute, except that the regulation adds 
['■'48] the word "unenforceable" to the statutory terms "invalid or not infringed." By its plain terms, then, the regulation 
requires nothing less, and nothing more, than what the statute requires. The FDA has reasonably determined that both the 
statute and the regulation require a decision of a court that is a holding on the merits regarding the patent action. It cannot 
convincingly be argued that there is any incongruity between the regulation and the statute, such that it would be improper 
under the regulation to utilize a holding-on-the-merits approach that is reasonably supported by the terms of the statute 
itself. Both the statute and the regulation reflect the intent of Congress for the exclusivity clock to be triggered only by a 
judicial determination that the relevant patent is invalid, not infringed, or unenforceable. 

Hence, neither a private agreement between litigants that procures a voluntary dismissal of a declaratory judgment 
action (like the Apotex-BMS dismissal), nor a determination by the FDA regarding whether or not the branded drug 
manufacturer is estopped from pursuing a patent action will satisfy the statute's requirements as also embodied in the 
[^=49] regulation. Apotex's argument that the agency has "elevated the form of the dismissal over its substance," PL's Mot. 
T.R.O. & Prelim. Inj. at 21, thus begs the question: Congress chose to focus on the nature of the dismissal, rather than its 
practical effect, by specifying a court decision with a holding. That is the legislative scheme that Congress created, and the 
agency's holding-on-the-merits approach furthers that scheme. The relevant inquiry under the FDA's reasonable inter- 
pretation of the statute and regulation is not whether there is estoppel as a result of a given court proceeding, but rather 
whether the court has itself rendered a decision that holds — on the merits — that the relevant patent is invalid, not in- 
fringed, or unenforceable. Apotex's dissatisfaction with the way in which the agency's approach affects its interests in 
generic pravastatin does not offer the Court a sufficient basis to disturb the legislative scheme reasonably adopted by the 
FDA. 

Finally, the agency has adequately explained why the court action at issue in Granutec was a triggering event, 
whereas the Apotex-BMS dismissal is not. The Granutec court granted partial summary judgment, [*50] through a 
memorandum opinion, in one party's favor on the basis of representations that had estoppel effect. [IIN16] By its very 
nature, summary judgment requires the weighing of substantive arguments and necessitates legal analysis — the court is 
required to determine that there is no genuine dispute of material fact, and the moving party is entitled to prevail as a 
matter of law. See Fed. R. Civ. P. 56(c). Of course, under the FDA's April 11, 2006 decision, estoppel is no longer the 
relevant inquiry — the focus is now on whether there is a court decision and what it holds. However, the result previously 
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reached in Granutec would, as FDA concluded, be the same under the holding-on-the-merits approach that applies today. 
nlO In Granutec, the court was called upon to make a factual and legal finding with respect to the substantive arguments 
presented on the issue of patent invalidity, infringement, or unenforceability. This did not happen in the Apotex-BMS 
litigation. As this Court articulated in its prior decision, the Apotex-BMS dismissal was nothing more than a private 
settlement agreement between the parties, which required [*51] no court action whatsoever and lacked the requisite 
judicial imprimatur to constitute a "decision of a court." See 398 F. Supp. 2d at 190-91. It was a "decision," in essence, by 
the parties. The court was not called upon to make any substantive determinations, and its signature upon the face of the 
order added nothing of substance. See id. at 189-92. The same outcome would have been reached whether or not the court 
signed the document, because the action that made the document effective was taken by the parties, not by the court. See 
id. In contrast, the parties in Granutec could never have obtained the outcome in that case — partial summary judgment — 
without a court decision addressing the merits. 

nlO In its opposition memorandum, defendant-intervenor Teva submits as well that Granutec has been su- 
perseded by statute, such that a partial grant of summary judgment would no longer qualify as a triggering event 
because it is not a "decision of a court" within the meaning of the statute pursuant to the MMA. See Teva Mem. 
Opp'n at 14. 

[*52] 

With respect to the results reached by the agency in Teva I and Teva II (prior to the D.C. Circuit's decisions in those 
cases), there is no inconsistency with the holding-on-the-merits approach. As the D.C. Circuit recognized, the dismissal at 
issue in those cases was not a holding on the merits. See Teva I, 182 F.3d at 1009 (recognizing that the "dismissal was not 
a judgment on the merits after consideration of evidence presented by the parties"). Hence, it would not qualify as a 
triggering event under the approach that applies as of April 11, 2006. The D.C. Circuit rejected the FDA's conclusion in 
this regard because the agency itself had made estoppel the focal point of the analysis, and the dismissal at issue in Teva I 
and Teva II did have preclusive effect. See id. Hence, the dismissal was, at the time, a qualifying triggering event, and the 
FDA's unexplained refusal to recognize it as such was improper. See id. 

Not only did the agency's fifteen-page, single-spaced remand decision thoughtfully deconstruct the multifaceted 
implications of the estoppel and holding-on-the-merits approaches, but it also sufficiently addressed each of [*53] the 
three concerns raised in Teva I and recalled in Teva III. There is no "want of reasoned decisionmaking" here. See Teva II, 
2000 WL 1838303, at *2. Moreover, the agency's remand decision represents a permissible construction of the statute as a 
matter of textual interpretation as well as practice. Apotex is, accordingly, unhkely to prevail on the merits of its claim that 
the FDA acted arbitrarily, capriciously, in excess of statutory authority, or otherwise not in accordance with law when it 
determined that the Apotex-BMS dismissal is not a qualifying triggering event under § 355(j)(5)(B)(iv)(II). 

II. Whether Plaintiff Will Suffer Irreparable Harm if Relief is Not Granted 

[HN17] The irreparable injury requirement erects a very high bar for a movant. See Varicon Int'l v. 0PM, 934 F. Supp. 
440, 447 (D.D.C. 1996). A plaintiff must show that it will suffer harm that is "more than simply irretrievable." Gulf Oil 
Corp. V. Dept. of Energy, 514 F. Supp. 1019, 1026 (D.D.C. 1981). In this jurisdiction, harm that is "merely economic" in 
character is not sufficiently grave under this standard. See Wisconsin Gas Co. v. FERC, 244 U.S. App. D.C. 349, 758 F.2d 
669, 674 (D.C. Cir. 1985); [*54] Boivin v. US Airways, Inc., 297 F. Supp. 2d 110, 118 (D.D.C. 2003); Mylan Pharms., Inc. 
V. Shalala, 81 F. Supp. 2d 30, 42 (D.D.C 2000). To successfully shoehorn potential economic loss into the irreparable 
harm requirement, a plaintiff must establish that the economic harm is so severe as to "cause extreme hardship to the 
business" or threaten its very existence. Gulf Oil, 514 F. Supp. at 1025; see also Wisconsin Gas, 758 F.2d at 674; Ex- 
perience Works, Inc. v. Chao, 267 F. Supp. 2d 93, 96 (D. D.C 2003); Sociedad Anonima Vina Santa Rita v. Dep't of 
Treasury, 193 F. Supp. 2d 6, 14 (D.D.C 2001). To warrant emergency injunctive relief, the harm alleged must be certain, 
great, actual, and imminent. See Wisconsin Gas, 758 F.2d at 674. Moreover, because Apotex has not established a like- 
lihood of success on the merits, its showing of irreparable harm must be very strong. See Cuomo, 772 F.2d at 974; 
Davenport, 166 F.3d at 366. 

The Court is not convinced that Apotex can satisfy these standards. To be sure, if Apotex is correct that all generic 
exclusivity connected ['"'55] to pravastatin has already been triggered and extinguished, then it probably stands to lose a 
significant sum of money unless it is granted emergency injunctive relief. But if, as the FDA has concluded (reasonably, 
this Court believes), intervenor-defendants are statutorily entitled to benefit from a period of generic exclusivity that has 
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not yet been triggered, then Apotex faces no harm whatsoever because the denial of emergency injunctive relief leaves its 
position untouched. 

Apotex has never contended that it has a statutory entitlement to generic exclusivity; it has never claimed that it was 
the first to file an ANDA containing a paragraph IV certification with respect to one of the Pravachol (R) patents. Rather, 
Apotex merely submits that it stands to lose approximately $ 9.9 million dollars in sales over the course of one year if 
intervenor-defendants are permitted to exercise their statutory exclusivity entitlements. The Court will assume the ac- 
curacy of that dollar estimate for the moment, putting aside the FDA's contention that the relevant time period for the 
calculation of losses is only from the point when the intervenor-defendants launch their products on April 20, 2006 to 
['■'56] the time that the case is resolved on the merits, probably just a few months. Even so, the harm that Apotex allegedly 
faces cannot be called anything other than "merely economic." Apotex "produces more than 260 generic pharmaceuticals 
in approximately 4000 dosages and formats which, in Canada, are used to fill over 60 million prescriptions a year ~ the 
largest amount of any pharmaceutical company in [Canada]." See 

http://www. apotex. com/CorporateInformation/Default.asp?flash=Yes (last visited Apr. 18, 2006). Moreover, Apotex 
reaps annual revenues that total approximately $ 700 million USD. Id. (boasting annual revenue of more than $ 800 
million in Canadian currency). Under the circumstances, it hardly seems possible that a S 9.9 million loss in sales over a 
year would cause extreme hardship, much less threaten the company's very existence, and Apotex has not established (or 
even contended) that it would. 

Apotex's speculative sales loss thus remains an economic loss that does not meet the irreparable harm standard. So, 
too, its concerns about a lost market share fall well short of the serious, irretrievable damage to its business required to 
warrant a preliminary injunction, ['"'57] particularly when one considers that the actual relevant period for assessing 
harms is probably only a few months. And even assuming that Apotex has adequately established a cognizable irreparable 
injury, the Court cannot conclude that the balance of hardships tips decidedly in its favor because, as discussed below, 
each of the intervenor-defendants stands to lose a much greater sum if the launch of their generic products is delayed. 
Particularly where Apotex has made a very weak showing of likely success on the merits, that balance of harms is fatal to 
its request for emergency injunctive relief. 

III. Whether the Intervenor-Defendants Will Suffer Irreparable Harm if Emergency Injunctive Relief is Granted 

In the event that Apotex receives the emergency injunctive relief that it seeks, the intervenor-defendants will be 
prevented from marketing their generic products on April 20, 2006. Both Teva and Ranbaxy are, the FDA has determined, 
entitled to enjoy a 180-day period of generic marketing exclusivity. Each company is prepared to launch on April 20, 2006, 
and estimates that it will suffer lost profits thatfarexceedthelosses that Apotex allegedly faces over a longer [*58] period 
of time. Specifically, Teva contends that a delay as short as seven days could cost it "tens of millions of dollars," and 
Ranbaxy anticipates losses totaling fifteen to twenty million dollars within the first six months of marketing. See Teva 
Mem. Opp'n at 20; Ranbaxy Mem. Opp'n at 16. But unlike the harm that Apotex allegedly faces, the potential injury that 
the intervenor-defendants face is not "merely economic." Rather, they stand to lose [IIN18] a statutory entitlement, which 
is a harm that has been recognized as sufficiently irreparable. See, e.g., Mova, 140 F3d at 1067 n, 6. Once the statutory 
entitlement has been lost, it cannot be recaptured. 

Moreover, although intervenor-defendants are entitled to an exclusivity period of 180 days under the statute, in reality 
they will only enjoy an exclusivity period of approximately sixty days. On June 23, 2006, the patent for a branded drug by 
the name of Zocor (R) will expire. Generic versions of that drug (simvastatin) will then enter the market. Simvastatin and 
pravastatin are in the same drug class, have very similar treatment indications, and are, for all practical purposes, inter- 
changeable for many patients. [*59] According to some reports, Pravachol (R) users are currently being advised to 
switch to Zocor (R) in anticipation of the arrival of generic simvastatin. See Interv.-Def.'s (Ranbaxy) Exhs. C, D. Inter- 
venor-defendants estimate, not unreasonably, that the launch of generic simvastatin will diminish the value of the 1 80-day 
exclusivity period for generic pravastatin. Additionally, the manufacturer of Pravachol (R), BMS, has already entered into 
agreements pursuant to which it will launch an "authorized generic" product on April 20, 2006. nil This product will 
compete directly with the products marketed by intervenor-defendants. If intervenor-defendants are prevented from en- 
tering the market at the same time as the authorized generic, then they stand to lose a portion of the market that BMS will 
have already acquired. Hence, each day after April 20, 2006 that intervenor-defendants are foreclosed from marketing 
their generic pravastatin products will result in further erosion of the statutory entitlement and additional lost profits and 
market share. In light of the considerable economic injury facing intervenor-defendants, and the less substantial injury to 
Apotex, the balance of hardships [''=60] clearly tips against granting Apotex the emergency injunctive relief that it seeks. 
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nl 1 An "authorized generic" or "brand generic" is a generic version of the branded drug that is produced by, 
or in partnership with, the same company that manufactures the branded drug. See generally Teva Pharms., 410 
F. 3d at 52-53. 



IV. Where the Public Interest Lies 

[HN19] Where, as here, the FDA is administering a statute that has been placed within its charge, and has no financial 
interest in the outcome, its interest is deemed to be aligned with that of the public. The public interest would not, as 
Apotex claims, be furthered by a court order preserving the alleged status quo. Such an order would effectively constitute 
a constructive extension of the brand manufacturer's patent (and period of pediatric exclusivity). That monopoly is set to 
end on April 20, 2006, and there are two pharmaceutical companies that are ready and willing to make generic alternatives 
to Pravachol (R) available to consumers [*61] on that date. The purpose of the relevant statutory provisions is to expedite 
and increase the availability of generic substitutes. If this Court were to grant Apotex's motion, then the public would be 
forced to wait until this litigation is completely resolved (at some unidentified point in the future) before it is able to 
benefit from low-cost versions and widespread availability of pravastatin. The fact that BMS, as the manufacturer of 
Pravachol (R), plans to release an authorized generic on that date does not indicate otherwise. To be sure, an authorized 
generic may provide some benefit to the public in the form of reduced costs and greater product availability. But, as Teva 
notes, those benefits are not likely to be as great as the ones that flow from real generic competition. The authorized 
generic faces no significant market pressure because the manufacturer is, essentially, competing with itself. Accordingly, 
it lacks a sufficiently strong incentive to undercut the pricing of the branded product. A third-party generic seeks to attract 
the consumers of the branded product, but the authorized generic naturally seeks (to a degree) to maintain a customer base 
for its more profitable [''=62] branded product. Hence, the public interest is most directly furthered by the launch of generic 
pravastatin on April 20, 2006. nl2 

nl2 Apotex claims that the public interest is furthered by "faithful application of the laws." This is un- 
doubtedly true, but it is of little aid here. In the Court's opinion, the holding-on-the-merits approach adopted by the 
FDA is more faithful to the statutory language, preferable from a policy standpoint, and facilitates consistency and 
industry certainty — all things that amount to a "faithful application of the law." 

CONCLUSION 

For the foregoing reasons, plaintiff's motion for a temporary restraining order and preliminary injunction is denied. 
Apotex has also sought an injunction pending appeal. The legal analysis that applies to a request for a stay or injunction 
pending appeal is identical to that for a temporary restraining order or preliminary injunction and, accordingly, Apotex has 
failed to establish that the balance of harms or its likelihood of success on [*63] the merits favors the issuance of such 
relief. Nevertheless, in order to allow the Court of Appeals, if so requested, to determine whether it will exercise its dis- 
cretion to grant an injunction pending appeal, this Court will grant that injunction for a brief period, through 5:00 p.m. on 
April 21, 2006. A separate order has been issued on this date. nl3 

nl3 FDA requested that this proceeding be consolidated, under Fed. R. Civ. P. 65(a)(2), with a proceeding on 
the merits. The parties agreed to such a course of action with respect to the proceedings before this Court in Teva 
III. However, in light of the compressed time schedule with respect to the current proceedings, the Court is re- 
luctant to do so in the absence of consent by all parties. Accordingly, the FDA's request is denied. 

/s/ John D. Bates 

United States District Judge 

Dated: April 19, 2006 
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Background: Generic drug manufacturer brought 
action against Secretary of Health and Human 
Services and Food and Drug Administration (FDA) to 
challenge regulation after FDA delisted drug patent 
and deprived manufacturer of period of market 
exclusivity. The United States District Court for the 
District of Columbia, Richard W. Roberts . J., entered 
judgment in favor of manufacturer. FDA appealed. 



Holding: The Court of Appeals, Ginsburg , Chief 
Judge, held that FDA regulation making manufacturer 
of generic drug ineligible for 180 days of market 
exclusivity if the holder of the new drug application 
seeks to delist the patent, rather than to litigate validity 
or infringement, is unlawful. 



Affirmed. 
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The Court of Appeals reviews the Food and Drug 
Administration's (FDA) interpretation of the Federal 
Food, Drug, and Cosmetic Act (FDCA) it administers 
under the two-step analysis in Chevron: (1) the Court 
first asks whether the Congress has directly spoken to 
the precise question at issue, and (2) if the statute is 
silent or ambiguous with respect to the specific issue, 
the question is whether the agency's answer is based 
on a permissible construction of the statute. Federal 
Food, Drug, and Cosmetic Act, § I et seq., 21 
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Food and Drug Administration (FDA) regulation 
making manufacturer of generic drug ineligible for 
180 days of market exclusivity if the holder of the new 
drug application seeks to delist the patent, rather than 
to litigate validity or infringement, is inconsistent with 
statute giving the period of market exclusivity; the 
statute does not require litigation to preserve a generic 
applicant's eligibility for exclusivity, and by reducing 
the certainty of receiving a period of marketing 
exclusivity, the FDA's delisting policy diminishes the 
incentive for a manufacturer of generic drugs to 
challenge a patent listed in the Orange Book in the 
hope of bringing to market a generic competitor for an 
approved drug without waiting for the patent to expire. 
Federal Food, Drug, and Cosmetic Act, § 
505G)(2)(A)(vii), (5)(B)(iii, iv), 21 U.S.C.A. .S 
355(J )(2)(A)(vii). (5)(B)(iii. iv) ; 21 C.F.R. § 
314.94(a)(l2)(viii){B) . 
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The Food and Drug Administration (FDA) may not 
change the incentive structure adopted by the 
Congress, for the agency is bound not only by the 
uhimate purposes Congress has selected, but by the 
means it has deemed appropriate, and prescribed, for 
the pursuit of those purposes. 

West CodenotesHeld Invalid 21 C.F.R. £? 
314.94(a)(12)(viii)(B) 

Appeal from the United States District Court for the 
District of Columbia (No. 05cvOI838). 

Howard S. Scher , Attorney, U.S. Department of 
Justice, argued the cause for appellants. With him on 
the briefs were Peter D. Keisler , Assistant Attorney 
General, Kenneth L. Wainstein , U.S. Attorney, 
Douglas N. Letter , Attorney, and Eric M. Blumberg , 
Deputy Chief Counsel, U.S. Department of Health and 
Human Services. Drake S. Cutini , Attorney, U.S. 
Department of Justice, entered an appearance. 
Simon E. Dance was on the brief for amicus curiae 
Blue Cross & Blue Shield Association, Inc. in support 
of appellants. 
Carmen M. Shepard argued the cause for appellees 
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Ranbaxy Laboratories Limited, et ai. With her on the 
brief were Kate C. Beardsley and William B. Schultz . 
Jay P. Lefkowitz argued the cause for appellee Teva 
Pharmaceuticals, USA, inc. With him on the brief 
were J ohn C. Q'Ouinn and Mic hae l D . Shum sk y . 
Theodore Case Whitehouse was on the brief for 
amicus curiae Generic Pharmaceutical Association in 
support of appellees. 

Before: GINSBURG , Chief Judge, and GRIFFITH 
and KAVANAIJGH , Circuit Judges. 

Opinion for the Court filed by Chief Judge 
GINSBLJRG . GINSBURG , Chief Judge. 
*1 The Hatch- Waxman Amendments to the Food, 
Drug, & Cosmetic Act provide a period of marketing 
exclusivity to the first drug manufacturer that either 
successfully challenges a patent listed by the Food and 
Drug Administration for an approved, branded drug 
and markets an approved generic version of that drug 
or prevails in litigation establishing that the patent is 
valid or not infringed. Ranbaxy Laboratories Limited 
and Ivax Pharmaceuticals, Inc., the latter since 
acquired by Teva Pharmaceuticals, USA, Inc., applied 
for approval of drugs to compete with an approved 
drug manufactured by Merck & Co. and challenged 
two patents covering it. Thereafter, at Merck's request, 
the FDA removed the challenged patents from the 
"Orange Book," its listing of patents covering 
approved drugs, thereby depriving the generic 
manufacturers of an opportunity to have a period of 
marketing exclusivity. 

Ranbaxy and Teva each filed a "citizen petition" 
asking the FDA to relist the two patents. The FDA 
denied the petitions because Merck had not sued 
Ranbaxy or Teva for patent infringement. Ranbaxy 
and Teva then repaired to the district court, which 
entered a summary judgment for the plaintiffs, and the 
FDA appealed. 

We hold the FDA's requirement that a generic 
manufacturer's patent challenge give rise to litigation 
as a condition of retaining exclusivity when a patent is 
delisted is inconsistent with the Act, which provides 
that the first generic manufacturer to file an approved 
application is entitled to exclusivity when it either 
begins commercially to market its generic drug or is 
successful in patent litigation. Accordingly, we affirm 
the judgment of the district court. 



1. Background 
Before marketing a new "branded" drug, the 



manufacturer must file with the FDA a New Drug 
Application (NDA), including evidence the drug is 
safe and effective, and the identifying number and 
expiration date of any patent or patents covering the 
drug. 21 U.S.C.^ 35 5( a)-(b)fl) . When it approves the 
NDA, the FDA must publish the patent information, 
id § 355(b)(1), (c)(2) , which it does in Approved 
Drug Products with Therapeutic Equivalence 
Evaluations, better known as the Orange Book. 

Before marketing a "generic drug," which is 
bioequivalent to a branded drug previously approved 
pursuant to an NDA, the manufacturer may submit an 
Abbreviated New Drug Application (ANDA). Unlike 
an NDA, an ANDA need not contain evidence of the 
drug's safety or efficacy. See 21 U.S.C. ^ 355(i)(2) . 
Each ANDA, however, must contain: 
a certification ... with respect to each patent which 
claims [a drug or a method of using a drug listed in the 
Orange Book] for which the applicant is seeking 
approval under this subsection and for which 
information is required to be filed under subsection (b) 
or (c) of this section- 

(I) that such patent information has not been filed, 

(II) that such patent has expired, 

(III) [that] such patent will expire [on a specified date], 
or 

*2 (IV) that such patent is invalid or will not be 
infringed by the manufacture, use, or sale of the new 
drug for which the application is submitted[.] 

Id ^ 355(i)(2)(A)(vii ). The Act rewards the first 

manufacturer to file an approved ANDA containing 
the certification in paragraph IV by giving it a 1 80-day 
period of marketing exclusivity, which begins with the 
earlier of the applicant's first commercial marketing of 
the generic drug or when the applicant prevails in a 
suit over infringement or the validity of the patents 

covering the branded drug. Id § 

355(i)(5)(B)fiiiHiv) .^ 



When a patent is removed from the Orange Book (or, 
in the parlance of the agency is "delisted"), the FDA 
by regulation requires the sponsor of the 
corresponding ANDA to delete its paragraph IV 
certification with respect to the delisted pat ent. 2 1 
C .F.R. § 3l4.94(a)(I2)(viii)(B).''^'" If no patent 
covering the branded drug remains listed, then the 
generic applicant must file a paragraph I certification, 
and the FDA treats the ANDA as though it had never 
contained a paragraph IV certification. As a result, the 
generic applicant that was first to file an approved 
application does not get the 180-day period of 
exclusivity. See id. 
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Merck, which marketed simvastatin under the brand 
name Zocor® , submitted to the FDA information 
with respect to three patents covering the drug: U.S. 
Patent Nos. 4,444,784 (the 784 Patent) , RE 36,481 
(the 481 Patent), and RE 36,520 (the 520 Patent). Teva 
and Ranbaxy each filed an ANDA to market generic 
simvastatin. The two ANDAs-both of which were 
eligible for a 180-day period of marketing exclusivity 
because they involved different dosages-each 
contained a paragraph IV certification with respect to 
the 481 and 520 Patents. With respect to the 784 
Patent , Ranbaxy and Teva each filed a paragraph III 
certification that it would expire in December 2005. 

Merck, however, did not sue Ranbaxy or Teva for 
patent infringement based upon their paragraph IV 
certifications. Instead, before their ANDAs were 
approved, Merck asked the FDA to delist the 481 and 
520 Patents from the Orange Book, which the agency 

did in 2004. Consequently, under 2 1 C.F. R. § 

314.94(a)fl2)(viii)(B) , Ranbaxy and Teva were 
required to delete the paragraph IV certifications from 
their ANDAs and thereby lost their eligibility for a 
period of marketing exclusivity. Ranbaxy and Teva 
accordingly petitioned the FDA to relist the 481 and 
520 Patents in the Orange Book, restore their period of 
exclusivity, and refrain from approving any other 
manufacturer's ANDA for generic simvastatin until 
their period of exclusivity expired. 

In a letter ruling denying the petitions, the FDA said it 
had considered three possible methods of handling the 
request of a manufacturer with an approved NDA to 
delist a patent. First, the FDA could always delist the 
patent, but that could unfairly deny a period of 
marketing exclusivity to the generic manufacturer that 
would later be the first to file an approved ANDA by 
depriving it of the opportunity to prevail in patent 
litigation. Second, it could refuse to delist the patent 
only if a generic manufacturer had filed an ANDA 
containing a paragraph IV certification with respect to 
the patent, but the agency rejected that possibility on 
the ground that "eligibility for exclusivity does not 
vest with a patent challenge," that is, upon the filing of 
a paragraph IV certification. Finally, the FDA could 
delist a patent only if a generic manufacturer had filed 
an ANDA containing a paragraph IV certification with 
respect to the patent and the NDA holder had not filed 
a lawsuit to contest the certification. The FDA chose 
the last option on the ground that it best balanced, on 
the one hand, the pro-competitive effect of the 
incentive for a generic drug manufacturer to be the 
first to challenge a patent listed in the Orange Book 
and thereby introduce generic competition to a 
branded drug and, on the other, the loss of competition 



among generic manufacturers caused by the 1 80-day 
period of marketing exclusivity for the first to file an 
approved ANDA containing a paragraph IV 
certification. 

*3 Ranbaxy and Teva then brought this action in the 
district court, which held the FDA's delisting policy 
was inconsistent with the Act because, by requiring 
the first generic manufacturer that filed a paragraph IV 
certification to remove that certification before its 
ANDA could be approved, it deprived the generic 
applicant of the opportunity to obtain a period of 
exclusivity pursuantto 2l U.S.C. $ 355(i)(5)fB){iv)fn 
by commercially marketing its drug. The court entered 
judgment for Ranbaxy and Teva and the FDA 
appealed. 



II. Analysis 

[1] We review the FDA's interpretation of the Act it 
administers under the two-step analysis in Chevron. 
U.S.A. Inc. V. NRDC 467 U.S. 837. 104 S.Ct. 2778. 81 
L.Ed.2d 694 (1984) . See Teva Pharw. Indus. Ltd. v. 
Crauibrd 410 F.3d 5 I. 53 (D.C.Cir.2005) (reviewing 
under Chevron FDA ruling on citizen petition). First, 
we ask whether the "Congress has directly spoken to 
the precise question at issue." Chevron. 467 U.S. at 
842 . "If the intent of Congress is clear, that is the end 
of the matter; for the court, as well as the agency, must 
give effect to the unambiguously expressed intent of 
Congress." Id . at 842-43. If, however, "the statute is 
silent or ambiguous with respect to the specific issue, 
the question ... is whether the agency's answer is based 
on a permissible construction of the statute." fd. at 
843. 

[2] Ranbaxy and Teva claim this case can be resolved 
at Chevron step one. Ranbaxy argues that 2 1 U.S.C. ^ 
355(j)(5)(B)(iv) on its face entitles the company to a 
period of marketing exclusivity, and Teva contends 
the FDA's distinction between filers of paragraph IV 
certifications that are sued and those that are not has 
no basis in the Act. 

Under the rubric of Chevron step two, Ranbaxy and 
Teva argue the FDA's policy of delisting a patent in 
the absence of litigation is unreasonable for a variety 
of reasons. Upon examination, however, we believe 
their arguments are better considered at Chevron step 
one. More specifically, Teva contends the requirement 
of litigation is inconsistent with the text and structure 
of the statute and with its purpose, as elucidated in 
circuit precedent. Here it refers in particular to A fova 
Pharmaceutical Corp. v. ShalaJa, 140 F.3d 1060, 
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1069 (D.C.Cir.l998) , in which we held 21 U.S.C. ^ 
355(i)(5KB)(iv) precludes the FDA from conditioning 
marketing exclusivity upon the first to file an ANDA 
prevailing in patent litigation, and to Purepac 
Pharmac eiitlcal Co. v. Friedma n. 16 2 F.3d 12 _0_L 
1204-05 (D.C.Cir.l998\ in which we held the FDA 
reasonably gave a period of marketing exclusivity to 
the first generic drug manufacturer to file a paragraph 
IV certification even though it never litigated the 
infringement or validity of the patent. Based upon 
these cases, Teva argues that the Act precludes the 
FDA from predicating exclusivity upon a patent 
infringement suit being brought by the NDA holder. 
Ranbaxy suggests the FDA's policy is inconsistent 
with the Act for two other reasons: first, the policy 
diminishes the incentive the Congress provided for a 
generic manufacturer to challenge a patent by 
reducing the certainty of its getting a period of 
marketing exclusivity; and second, by balancing anew 
the costs and benefits of the exclusivity provided by 
the Congress, the policy exceeds the authority of the 
agency. 

*4 In response, the FDA argues that its regulation 
requiring the filer of an ANDA to amend its 
certification when a patent is delisted, 21 C.F.R. j^ 
3l4.94(a)(l2)(viit) f B) , is not inconsistent with the Act 
because 21 U.S.C. i^ 355(jK5) is silent with regard to 
the withdrawal of patent information previously 
submitted for listing in the Orange Book. The FDA 
points out that a generic applicant's exclusivity does 
not vest upon the filing of a paragraph IV certification; 
otherwise, it asserts, the filer's eligibility for 
exclusivity would not be lost when, for example, the 
patent subject to the paragraph IV certification expires, 
see Dr. Reddy's Labs.. Inc. v. Thompson, 302 
F.Supp.2d 340. 354-55 (D.NJ.2003) (holding FDA 
reasonably interpreted 21 U.S.C. ^ 355(i)f5)(B)(iv) 
not to extend exclusivity to ANDA approved after 
patent had expired), or the generic applicant loses in 
patent litigation, see Mylan Labs.. Inc. v. Thompson, 
389F.3d 1272, 1282-84, 1283 n. 10 (D.C.Cir.2004) . 

The FDA then argues its policy is reasonable because 
it allows an NDA holder to eliminate the patent as a 
barrier to approval of an ANDA when that patent does 
not cover the drug or method of use for which it was 
listed in the Orange Book. At the same time the policy 
preserves the ministerial nature of the FDA's role in 
maintaining the patent listings in the Orange Book 
because, when an NDA holder asks it to delist a patent, 
the agency need not determine whether the NDA 
holder is acting strategically to deny the generic 
applicant a period of marketing exclusivity or the 
patent actually does not cover the drug for which it 



was submitted-the interpretation of patent listings 
being outside the agency's expertise. 

The "precise question at issue" at Chevron step one is, 
in our view, whether the FDA may delist a patent upon 
the request of the NDA holder after a generic 
manufacturer has filed an ANDA containing a 
paragraph IV certification so that the effect of 
delisting is to deprive the applicant of a period of 
marketing exclusivity. The Congress unquestionably 
provided two ways in which a generic drug 
manufacturer may begin a 1 80-day period of 
exclusivity: (1) by marketing its drug commercially, 
or (2) by convincing a court that the patent subject to 
its paragraph IV certification is either invalid or not 
infringed. 21 U.S.C. ^ 355(jK5)(B)(iv) . When the 
NDA holder asks the FDA to delist the patent, 
however, the FDA's policy of acquiescence prevents 
the generic manufacturer that has filed an ANDA 
containing a paragraph IV certification from 
beginning its period of exclusivity. 

We have previously rejected at Chevron step one the 
FDA's attempt to add to the statutory requirements for 
exclusivity by making it contingent upon success in 
litigation. In Mova we held the "successful defense" 
rule, which afforded exclusivity only to the generic 
applicant that both filed the first approved ANDA 
with a paragraph IV certification and successfully 
defended an infringement suit, was inconsistent with 
the text and structure of the Act because it permitted 
the FDA to approve a later ANDA before either the 
first to file began to market its drug commercially or a 
court held the subject patent invalid or not infringed; 
the rule thereby "[wrote] the commercial-marketing 
trigger out of the statute." 140 F.3d at 1069-70 . Later 
we upheld as reasonable at Chevron step two the 
FDA's decision to grant a generic applicant a period of 
marketing exclusivity even though its paragraph IV 
certification did not result in litigation precisely 
because the FDA's approach "basically duplicat[ed] 
the statute." Purepac. 162 F.3d at 1204-05 . 

*5 Not only does the statute not require litigation to 
preserve a generic applicant's eligibility for 
exclusivity, as those precedents make clear; such a 
requirement is inconsistent with the structure of the 
statute because, if the patent is delisted before a 
pending ANDA is approved, then the generic 
manufacturer may not initiate a period of marketing 
exclusivity. The FDA's observation that the generic 
applicant's right to a period of marketing exclusivity 
does not vest upon its filing a paragraph IV 
certification is beside the point, which is that the Act 
makes the generic applicant eligible for exclusivity 
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while the FDA's policy makes it ineligible for 
exclusivity. ^^^ 

[3 J in addition, the FDA's policy allows an NDA 
holder, by delisting its patent, to deprive the generic 
applicant of a period of marketing exclusivity. By thus 
reducing the certainty of receiving a period of 
marketing exclusivity, the FDA's delisting policy 
diminishes the incentive for a manufacturer of generic 
drugs to challenge a patent listed in the Orange Book 
in the hope of bringing to market a generic competitor 
for an approved drug without waiting for the patent to 
expire. The FDA may not, however, change the 
incentive structure adopted by the Congress, for the 
agency is bound "not only by the ultimate purposes 
Congress has selected, but by the means it has deemed 
appropriate, and prescribed, for the pursuit of those 
purposes." hdCl Telecomms. Corp. v. AT <^ T Co., 512 
U.S. 218. 231 n. 4. 114 S.Ct. 2223. 129 L.Ed.2d 182 
(1994). Therefore, we hold unlawful the FDA's policy 
requiring that the first filer of a paragraph IV 
certification be sued in order to preserve its statutory 
exclusivity when the NDA holder seeks to delist the 
patent rather than to litigate. 



III. Conclusion 

In sum, the FDA's policy conditioning a generic 
applicant's period of marketing exclusivity upon the 
generic applicant being sued for patent infringement 
by the NDA holder is inconsistent with the text and 
structure of the Act and, because it diminishes the 
incentive the Congress gave manufacturers of generic 
drugs, is inconsistent with the purpose of the Act. 
Therefore, we conclude the FDA improperly denied 
Ranbaxy and Teva a period of marketing exclusivity 
by delisting Merck's patents. For the foregoing 
reasons, the judgment of the district court is 

Affirmed. 



FN* If the [ANDA] contains a certification 
described in [paragraph] (IV) ... and is for a 
drug for which a previous [ANDA] has been 
submitted under this subsection [containing] 
such a certification, the [ANDA] shall be 
made effective not earlier than one hundred 
and eighty days after- 

(I) the date the Secretary receives notice from 
the applicant under the previous [ANDA] of 
the first commercial marketing of the drug 
under the previous [ANDA], or 

(II) the date of a decision of a court in an 



action ... holding the patent which is the 
subject of the certification to be invalid or not 
infringed, 

whichever is earlier. 
Id. ^ 355(i )( 5 )( B) (iv). 

This provision was amended by the Medicare 
Prescription Drug, Improvement, and 
Modernization Act of 2003(MMA), Pub.L. 
No. 108-173 , tit. XI, § 

1102(a)(2)(D)(i)(I)(bb)(CC), (a)(2)(D)(ii), 
117 Stat.2066, 2457-59 (Dec. 8, 2003) 
(codified at 21 U.S.C. § 

355( j)(5KD)(i)tl)(bb)(CC). QXSllDXlU 

(2003) ). The decisions of the FDA and of the 
district court were made pursuant to the Act 
as it stood before the MMA and, because the 
MMA was not made retroactive, § 
1 102(b)(1), 1 17 Stat, at 2460, this decision is 
also geared to the Act pre-MMA. 

FN* If a patent is removed fi^om the [Orange 
Book], any applicant ... who has made a 
certification with respect to such patent shall 
amend its certification. The applicant shall 
certify ... that no patents [required to be listed 
in the Orange Book] claim the drug or, if 
other relevant patents claim the drug, shall 
amend the certification to refer only to those 
relevant patents .... Once an amendment ... 
has been submitted, the application will no 
longer be considered to be one containing a 
[paragraph IV certification]. 
21 C.F.R. j^ 314.94(a)(]2)(viii)tB) . 

FN* We need not address the question of 
patent expiration in this case. We note, 
however, as Ranbaxy and Teva 
acknowledged at oral argument, the text and 
structure of the statute suggest a distinction 
between expiration and delisting such that 
the first generic applicant may no longer 
retain exclusivity when the patent has 
expired. See 21 U.S.C. ^ 355(i)(5)(B)(i) : see 
also Dr. Reddy's Labs., 302 F.Supp.2d a t 
354-55 . 
C.A.D.C.,2006. 

Ranbaxy Laboratories Ltd. v. Leavitt 
™ F.3d — , 2006 WL 3289050 (C.A.D.C.) 
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Appeals from the United States District Court for the 
District of Columbia. (No. 99cv00067). 

Before EDWARDS .-"^^ Chief Judge, GINSBURG and 
TAT EL , Circuit Judges. 

FN* Chief Judge Edwards concurs in part 
and dissents in part for the reasons set forth in 
the attached statement. 



JUDGMENT 
PER CURIAM. 

*1 These causes came to be heard on the record on 
appeal from the United States District Court for the 
District of Columbia, and were briefed and argued by 
counsel. While the issues presented occasion no need 
for a published opinion, they have been accorded fiill 
consideration by the Court. See D.C . Cii'. R. 36(b) . On 
consideration thereof, it is 

ORDERED and ADJUDGED, by this Court, that the 
judgment of the District Court appealed from in these 
cases is hereby affirmed. 

In July 1999, this court reversed the District Court's 
denial of preliminary injunctive relief to Appellee 



Teva Pharmaceuticals, USA, Inc. and remanded the 
case for further proceedings. Teva Fharms.. USA, Inc. 
V. FDA, 182 F.3d 1003 (D.C.Cir.l9Q9) {"Teva I" ). 
On remand, the District Court granted Teva's request 
for a permanent injunction requiring the Food and 
Drug Administration ("FDA") to make Teva's 
tentatively approved Abbreviated New Drug 
Application ("ANDA") effective immediately. 
Torpharm, a Division of Apotex, Inc., and the FDA 
appealed the decision. 

As an initial matter, we reject the FDA's suggestion 
that the case is moot. The matter in dispute is "capable 
of repetition yet evading review." Southern Pacific 
Terminal Co. v. ICC, 2 1 9 U.S. 498, 515(1911 ) . 

In Teva I, we remanded the case to the District Court 
to afford the agency the opportunity to address "the 
merits of Teva's contention that the California 
dismissal satisfies the *court decision' requirement 
under [ 21 U.S.C.1 i? 355fi)(5){B)fiv){]]) ." Teva I. 182 
P.3d at 10 7 ; see id at 1009 . Specifically, the court 
asked how, under the existing statute, the agency 
could reasonably treat the subject matter jurisdiction 
dismissal at issue in this case differently than it treated 
a partial grant of summary judgment in Granutec, Inc. 
V. ShalaUi Nos. 97-1873, 97-1874, 1 998 WL 1 5 3 410 
(4thCir. Apr. 3. 1998) . Indeed, in Teva 1, we tellingly 
observed that *the California dismissal supports 
estoppel to the same extent as the grant of partial 
summary judgment at issue in Granutec, " Teva I, 1 82 
F.2datl011. 

The FDA did not meaningfully address this question 
on remand. Instead, the FDA repeated its claim that 
the California dismissal did not state on its face that 
the underlying patent was not infringed and that 
refusing to look beyond the face of the order served 
goals of administrative convenience. As the District 
Court noted in response to this claim: 
While the FDA may take administrative convenience 
into account in developing an across-the-board policy 
for dealing with Paragraph IV ANDAs, see, e.g., 
Cl i nton Mem'l ITosp. v. Shalala. 10 F.3d 854, 860 
(D.C.Cir.l993) (stating that "the Secretary certainly is 
allowed to take administrative convenience into 
account["] ), application of such a rule to the facts of 
this case under the FDA's present case-by-case 
approach is arbitrary and capricious. Some degree of 
legal analysis is unavoidable in the context of the court 
decision trigger. The FDA is certainly free to protect 
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itself from unreasonable administrative burdens, but 
the Court fails to see how the unique circumstances of 
the California dismissal present such a burden.... [A]I1 
[FDA officials] had to do in order to determine that the 
patent holder would be estopped from suing Teva for 
patent infringement was look at the order and Roche's 
concessionary letter. As a matter of black-letter patent 
law, these documents suffice to forever estop Roche 
from suing Teva for patent infringement. 

*2 leva Pharms., USA. Inc. v. FDA, Civ. No. 99-67. 
1999 WL 1042743. at - 5 (D.D.C. Aug. 19. 1999) . 

In his separate statement, Chief Judge Edwards says 
that, while the patent law principles supporting 
estoppel may have been clear in this case, requiring 
the agency to undertake an approach that might 
embroil it in complex patent law determinations 
"would be unduly burdensome to the agency." As both 
this court in Teva I and the District Court on remand 
repeatedly emphasized, however, here the FDA had 
obligated itself to undertake a case-by-case inquiry in 
applying the court decision trigger. Nor did the court 
in Teva I open a back door to broad administrative 
concerns by way of its statement that "the FDA is 
likely correct that Teva's interpretation is not the only 
permissible construction of the 'court decision' 
requirement." Teva I, 182 F.2d at 1012. Indeed, 
quoted in full that sentence states: "Although the FDA 
is likely correct that Teva's interpretation is not the 
only permissible construction of the 'court decision' 
requirement, Teva has demonstrated that the FDA's 
refusal to treat the California dismissal as a trigger was 
arbitrary and capricious in light of the FDA's response 
in another case." Id at 1012. 

Accordingly, we are constrained to conclude, on the 
record at hand, and for the reasons cited by the court in 
Teva I and by the District Court in its decision on 
remand, that the judgment of the agency fails for want 
of reasoned decisionmaking. The judgment of the 
District Court must therefore be affirmed. 

Nothing in this order, however, should be taken to 
express any view whatsoever on the FDA's current 
rulemaking proposal to establish an AND A 
"triggering period." See 180-Day Generic Drug 
Exclusivity for Abbreviated New Drug Applications, 
64Fed.Reg.42.873(l999) (to be codified at 21 C.F.R. 
pt. 314) (proposed Aug. 6, 1999). This rulemaking 
proposal is not before the court and it is not within the 
compass of this Judgment. It is 

FURTHER ORDERED, by this Court, sua sponte, 
that the Clerk shall withhold issuance of the mandate 



herein until seven days after disposition of any timely 
petition for rehearing or petition for rehearing en banc. 
See D.C.Cir. R.4l(a)(n . This instruction to the Clerk 
is without prejudice to the right of any party at any 
time to move for expedited issuance of the mandate 
for good cause shown. 

EDWARDS . Chief Judge, concurring in part and 
dissenting in part.EDWARDS, Chief Judge. 
1 agree that this case is not moot. 1 also agree that 
nothing in this court's judgment today should be taken 
to express any view whatsoever on FDA's current 
rulemaking proposal to establish an ANDA 
"triggering period." I disagree, however, with the 
majority's conclusion that, in assessing the Paragraph 
IV "court decision" requirement, FDA is barred from 
distinguishing between a subject matter jurisdiction 
dismissal and a disposition pursuant to summary 
judgment on the merits. 

*3 It is true that in Teva Pharmaceutic ah. USA. Inc. v. 
FDA, 1 82 F.3d 1003. 1007. 1009 fD . C . Ci r. l999) 
("Teva I" ), we remanded the case to the District 
Court to afford the agency an opportunity to address 
"the merits of Teva's contention that the California 
dismissal satisfies the *court decision' requirement 
under [21 U.S.C.) § 355(i'K5)(B)(iv)(ll) ." It is also 
evident that our decision in Teva I recognized that 
Teva's declaratory judgment action "appear[ed] to 
meet the requirements of a triggering 'court 
decision." ' Id. at 1009. We did not, however, purport 
to render a final Judgment on the disputed issue. 
Indeed, our decision makes it clear that "the FDA is 
likely correct that Teva's interpretation is not the only 
permissible construction of the 'court decision' 
requirement." M at 1012. 

Against this backdrop, the record of the District Court 
on remand demonstrates that FDA did in fact respond 
to our instructions in Teva I. FDA, on remand, pressed 
a new point that we had not previously considered: In 
assessing the statutory "court decision" requirement, 
the agency would not look beyond the face of a court 
order, because to do so would be unduly burdensome 
to the agency. 

It may be, as the District Court found, that it would 
have been relatively easy for FDA officials to look at 
both the court order and Roche's concessionary letter 
in order to determine that the patent holder would be 
estopped from suing Teva for patent infringement. But 
FDA adequately and reasonably explained that 
adopting the look-behind-the-order approach 
advocated by Teva would "require FDA to analyze ... 
the patent-law ramifications of court decisions when 
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those ramifications are not apparent on the face of the 
order or judgment." FDA's Memorandum in 
Opposition to Teva's Renewed Application for a 
Temporary Restraining Order and Motion for 
Preliminary Injunction at 2, TevaP har ms ^, USA, Jncr y. 
FDA. Civ. No. 99-67. 1999 WL 1042743 (D.D.C. Au^. 
19, 1999) , reprinted in Joint Appendix ("J.A.") 9L 
FDA further avowed that such an approach would 
embroil the agency in "determinations about complex 
patent law issues," that would unduly tax the agency's 
"scarce resources." Id at 5, 6, reprinted in J.A. 94, 95. 
In short, the agency obviously and sensibly sought to 
avoid the burden of adjudicating the underlying 
reasons for a dismissal. 

Not only did the agency offer a new position on 
remand-one which advanced a permissible 
construction of the statute-FDA also demonstrated 
that its refusal to treat the California dismissal as a 
triggering "court decision" was not arbitrary and 
capricious in light of FDA's treatment of the grant of 
partial summary judgment at issue in the cited 
Granutec case. It is clear from the face of the summary 
judgment order at issue in Granutec that the court 
there had issued a decision on the merits. The same 
was not true with respect to the order supporting the 
California dismissal involving Teva, for one must look 
at both the court's otherwise innocuous dismissal order 
(which merely dismisses for want of jurisdiction) and 
Roche's separate concessionary letter to Teva to be 
able to discern that the patent holder would be 
estopped from hereafter suing Teva for patent 
infringement. In other words, the two cases are quite 
different, so FDA's differing treatment of them was 
perfectly reasonable. 

*4 Because FDA did what we asked for in Teva I we 
have no business second-guessing the agency on this 
appeal. I respectfully dissent. 

C.A.D.C.,2000. 

Teva Pharmaceuticals, USA, Inc. v. U.S. Food & 

Drug Admin, and Torpharm 

254 F.3d 316, 2000 WL 1838303 (C.A.D.C), 349 

U.S.App.D.C. 239 

Briefs and Other Related Documents (Back to top ) 

• 99-5287 (Docket) (Aug. 19, 1999) 

END OF DOCUMENT 



© 2006 Thomson/West. No Claim to Orig. U.S. Govt. Works. 



Case 1:06-cv-01890-RMC Document 14-5 Filed 11/17/2006 Page 1 of 9 

Case No. 06-1890 (RMC) 
Attachment 4 to DRL's Memorandum of Law in Opposition to Apotex's Motion for Preliminary Injunction/TRO 



139F.3d889 

139 F.3d 889, 1998 WL 153410 (C.A.4 (N.C.)), 46 U.S.P.Q.2d 1398 

(Cite as: 139 F.3d 889) 



Page 1 



Briefs and Other [Related Dociiinents 
Granutec, Inc. v. ShalalaC.A.4 (N.C.),1998.NOTICE: 
THIS IS AN UNPUBLISHED OPINION.(The Court's 
decision is referenced in a "Table of Decisions 
Without Reported Opinions** appearing in the Federal 
Reporter. Use Fl CTA4 Rule 36 for rules regarding 
the citation of unpublished opinions.) 

United States Court of Appeals, Fourth Circuit. 
GRANUTEC, INCORPORATED, Plaintiff-Appellee, 

V. 

DONNA E. SHALALA, Secretary of Health and 

Human Services; Michael Friedman, M.D.; Food & 

Drug Administration, Defendants, 

andGENPHARM, INCORPORATED, 

Intervenor-Appellant. 

BOEHRINGER INGELHEIM CORPORATION, 

Amicus Curiae. 

GRANUTEC, INCORPORATED, Plaintiff-Appellee, 

V. 

DONNA E. SHALALA, Secretary of Health and 

Human Services; Michael Friedman, M.D.; Food & 

Drug Administration, Defendants-appellees, 

andGENEVA PHARMACEUTICALS, 

INCORPORATED, Intervenor-Appellant. 

BOEHRINGER INGELHEIM CORPORATION, 

Amicus Curiae. 

Nos. 97-1873, 97-1874. 

Argued October 1, 1997. 
Decided April 3, 1998. 



Appeals from the United States District Court for the 
Eastern District of North Carolina, at Raleigh. 
Terrence W. Boyle , Chief District Judge. 
(CA-97-485-5-BO). 

Richard Melvvn Cooper , WILLIAMS & 

CONNOLLY, Washington, D.C., for Appellant 

Genpharm. 

Joel E. Hoffman , SUTHERLAND, ASBILL & 

BRENNAN, L.L.P., Washington, D.C., for Appellant 

Geneva. 

Howard Stanley Scher , Appellate Staff, Civil Division, 

UNITED STATES DEPARTMENT OF JUSTICE, 

Washington, D.C.; Robert Fritz Green , LEYDIG, 

VOIT & MAYER, LTD., Chicago, Illinois, for 

Appellees. 

George A. Borden , Dan S. Sokolov , WILLIAMS & 

CONNOLLY, Washington, D.C.; Robcii W. 



Spearman , Catharine B. Arrowood , Robert H. Tiller , 
PARKER, POE, ADAMS & BERNSTEIN, L.L.P., 

Raleigh, North Carolina, Edgar H. H aug, B a rf\' S . 

White , James K. Stronski , FROMMER, LAWRENCE 
& HAUG, L.L.P., New York, New York, for 
Appellant Genpharm. 

Hamilton P. Fox, 111 , Timothy J. Cooney , Kristen J. 
Indermark , MelJna Zacharopoulos , SUTHERLAND, 
ASBILL & BRENNAN, L.L.P., Washington, D.C.; 
Steven J. Lee , Frederick H . Rein , Reem F . J is hi, 
KENYON & KENYON, New York, New York; Noel 
Allen , ALLEN & PINNIX, P.A., Raleigh, North 
Carolina, for Appellant Geneva. 
Frank W. Hunger , Assistant Attorney General, Janice 
McKenzie Cole , United States Attorney, Dou g las N. 
Letter , Appellate Staff, Civil Division, UlMiTED 
STATES DEPARTMENT OF JUSTICE, Washington, 
D.C.; Margaret Jane Porter , Chief Counsel, Elizabeth 
H. Dickinson , Catherine VI. Cook , Office of the Chief 
Counsel, FOOD & DRUG ADMINISTRATION, 
Rockville, Maryland, for Federal Appellees. 
John P. Fleder , David F. Weeda , Arthur Y. Tsien , 
OLSSON, FRANK & WEEDA, P.C, Washington, 
D.C.; John R. Wallace , WALLACE, CREECH & 
SARDA, L.L.P., Raleigh, North Carolina, for 
Appellee Granutec. 

Barbara S. Wahl , ARENT, FOX, KINTNER, 
PLOTKIN & KAHN, Washington, D.C.; Martin B. 
Pavane , M i c h ael C. Stuart , COHEN, PONTANI, 
LIEBERMAN "& PAVANE, New York, New York, 
for Amicus Curiae. 

Before RUSSELL— and MOTZ , Circuit Judges, and 
PHILLIPS , Senior Circuit Judge. 

FN* Judge Russell heard oral argument in 
this case but died prior to the time the opinion 
was filed. The opinion is filed by a quorum of 
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OPINION 
PER CURIAM, 

*1 This appeal concerns the Food and Drug 
Administration's enforcement of certain provisions of 
21 U.S.C.A. ^ 355 , part of the 1984 revision to the 
Food, Drug, and Cosmetic Act known collectively as 
the "Hatch-Waxman Amendments." See Drug Price 
Competition and Patent Term Restoration Act of 1984, 
Pub.L. No. 98-417, 98 Stat. 1585 f 1984). The district 
court determined that the Food and Drug 
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Administration (FDA) incorrectly declined to apply 
the terms of a regulation, promulgated pursuant to the 
Hatch-Waxman Amendments, that the District Court 
for the District of Columbia had all but held invalid in 

Mova P ha rmaceutical C orp. _v,_ S hala la. 955 P.Supp. 
128(D.d7c.I997) . 

At the time of the district court's decision in the 
present case, FDA had decided: 
to acquiesce temporarily-pending an appellate 
decision overturning the district court decision or a 
favorable ruling on summary judgement-in the Mova 
preliminary injunction in order to promote 
administrative uniformity and to avoid forum 
shopping problems that would lead ... applicants back 
to the United States District Court for the District of 
Columbia where the Mova decision was rendered. 

Brief of FDA at 11. Genpharm, Inc., and Geneva 
Pharmaceuticals, Inc., intervened in opposition to 
Granutec's motion for an injunction, with each 
cross-claiming that it was entitled to the 180-day 
exclusive marketing period Granutec sought to enjoin. 

For the reasons set forth within, we conclude that the 
regulation Granutec seeks to enforce is invalid. 
Further, we hold that, as the first applicant under the 
statute, Genpharm was entitled to a 1 80-day 
exclusivity period measured from March 3, 1997, until 
August 29, 1997. We therefore reverse the judgment 
of the district court. 



I. 
A. 



The provision of the Hatch-Waxman Amendments 
relevant to this appeal concerns the availability of a 
180-day market exclusivity period to the first 
company that seeks, under certain circumstances, to 
market a generic form of a patented drug approved by 
the FDA. Under the Food, Drug, and Cosmetic Act 
generally, pioneer drug manufacturers must obtain 
FDA approval for any new drug by filing a New Drug 
Application (NDA), which requires the submission of 
specific data concerning the safety and effectiveness 
of the drug, as well as any information on applicable 
patents. All drug patent information is published by 
the FDA. 

One of the primary innovations of the Hatch-Waxman 
Amendments is an additional provision that allows 
companies subsequently seeking to produce and 



market a generic form of a pioneer drug to avoid filing 
a full NDA. Instead, these companies may file only an 
Abbreviated New Drug Application (ANDA), in 
which they may rely on the findings of safety and 
effectiveness included in the original NDA. The only 
important new information that must be included in 
the ANDA regards the generic company's position 
vis-a-vis the original patent, and the company must 
make one of four certifications: I) that no patent for 
the pioneer drug has been filed; II) that the patent for 
the pioneer drug has expired; III) that the patent for the 
pioneer drug will expire on a particular date; or IV) 
that the patent for the pioneer drug is invalid or will 
not be infringed upon by the proposed generic. See 21_ 

U.S.C . A. § 35 5(i) f2)(A)(v i i) (Vv- ' est Su p p .1 997 ). The 

last of these, commonly referred to as a "Paragraph 
IV" certification, is the certification at issue in this 
appeal. 

*2 If a generic company chooses Paragraph IV 
certification, it must notify both the patent owner and 
the NDA holder of the ANDA application. That 
notification must include the basis for why the 
proposed generic does not infringe upon the patent, or 
why that patent is invalid. See 21 U.S.C.A. ^ 
355(i)(2){B) (West Supp.1997) . Af^er such notice, an 
action for patent infringement must be brought within 
45 days, and if no such action is brought, FDA may 
approve the ANDA. If an infringement action is 
brought, FDA cannot approve the ANDA for 30 
months, unless the matter is adjudicated in the ANDA 
applicant's favor or the court hearing the suit orders a 
shorter or longer waiting period. See 21 U.S.C.A. ^ 
355(j)(4).aiiaLiL( West S upp.1997). 

In addition, and here we reach the statutory provision 
contested in this appeal, the Hatch-Waxman 
Amendments also provide an incentive for companies 
to challenge patents and develop alternative forms of 
patented drugs by offering a 180-day period of market 
exclusivity to those who successfully make their 
Paragraph IV certifications. The relevant provision 
states: 

(iv) If the application [ANDA] contains a certification 
described in [Paragraph IV] ... and is for a drug for 
which a previous application has been submitted 
under this subsection continuing [sic: usually read as 
"containing'*] such a certification, the application shall 
be made effective not earlier than one hundred and 
eighty days after- 

(I) the date the Secretary receives notice from the 
applicant under the previous application of the first 
commercial marketing of the drug under the previous 
application, or 

(II) the date of a decision of a court in an action 
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described in clause (iii) holding the patent which is the 
subject of the certification to be invalid or not 
infringed, 
whichever is earlier. 

21 U.S.C.A. j? 355fi)(4){B)(iv) (West Supp.1997) . 
Thus, the statute grants a 180-day period of exclusive 
marketing rights to the first generic manufacturer to 
file an ANDA containing a Paragraph IV certification, 
measuring from the date it decides to begin marketing 
after the 30-month stay has expired (presumably 
assuming the risk of liability for patent infringement) 
or from the date of a favorable patent infringement 
decision, whichever is earlier. 

Further, pursuant to 21 U.S.C.A. ^ 371(a) . FDA may 
promulgate regulations for the enforcement of the 
Food, Drug, and Cosmetic Act as a whole, and has 
done so with regard to the 180-day market exclusivity 

provision. See 21 U.S.C. A. § IZJlaj (West 1972). 

That regulation, found at 21 C.F.R. $ 314.107(c)(J\ 
states that: 

(1) If an abbreviated new drug application contains a 
certification that a relevant patent is invalid, 
unenforceable, or will not be infringed and the 
application is for a generic copy of the same listed 
drug for which one or more substantially complete 
abbreviated new drug applications were previously 
submitted containing a certification that the same 
patent was invalid, unenforceable, or would not be 
infringed and the applicant submitting the first 
application has successfully defended against a suit 
for patent infringement brought within 45 days of the 
patent owner's receipt of notice submitted under § 
314.95, approval of the subsequent abbreviated new 
drug application will be made effective no sooner than 
180 days from whichever of the following dates is 
earlier: 

*3 (i) The date the applicant submitting the first 
application first commences commercial marketing of 
its drug product; or 

(ii) The date of a decision of the court holding the 
relevant patent invalid, unenforceable, or not 
infringed. 

21 C .F. R. ^ 314 . 107(c)fl)(1997) (emphasis added). 
This provision, therefore, not only restates the 
statutory requirements for the 180-day exclusivity 
period, but additionally requires that "the applicant 
submitting the first application has successfully 
defended against a suit for patent infringement." Id. 



B. 



The regulation's addition to the requirements for the 
180-day exclusivity period is commonly known as the 
"successful defense" requirement, and has been 
enforced since the regulation's adoption in 1994. 
Earlier, in 1989, an unwritten FDA interpretation of 
the statute requiring that the Paragraph IV applicant be 
sued in order to be eligible for the exclusivity period 
was challenged as unreasonable in Imvood 
Laboratories. Inc. v. Young, 723 F.Supp. 1523 
(D.D.C.1989) , appeal dismissed, 43 F.3d 712 
(D.C.Cir.l989) . There, a district court granted a 
motion for a preliminary injunction against FDA on 
the ground that, because 21 U.S.C. ■§ 355(j)(4)(B)(iv) 
was clear on its face, a court should not "permit[ ] the 
FDA to read into [the statute] a requirement of a 
lawsuit which is simply not there." Id. at 1526. 

Nevertheless, FDA promulgated a regulation 
containing an even more demanding interpretation of 
the statute-i.e., the "successful defense" 
requirement-in 1994. That regulation was itself 
challenged in an injunction context last year in Mova, 
where the District Court for the District of Columbia, 
while not declaring the regulation invalid, stated that 
the likelihood was "very high" that a challenge to the 
"successftil defense" portion of the regulation as an 
impermissible addition to the relevant statute would 
succeed. Mova, 955 F.Supp. at 131 . In so doing, the 
district court declared: 

The language of the statute may be complex, and even 
cumbersome, but it is plain and unambiguous. It does 
not include a "successftil defense" requirement, and 
indeed it does not even require the institution of patent 
litigation. It was Mova's first filing of an ANDA for 
micronized glyburide [the drug there in question] 
under paragraph IV, and not Upjohn's infringement 
suit, that required FDA to withhold approval from 
subsequent paragraph IV filers.... The operation of the 
statute on the facts of this case may appear to FDA to 
be unwise, and may appear ... to be an invitation for 
abuse, but their remedy lies with Congress, not this 
Court. 

Id at 130-31 (citing I m uxHJ 723 F.Supp. at 1526). 
Thus, Mova strongly implied that the regulation in 
question was not a permissible "interpretation" of the 
180-day exclusivity provision in the statute. 



C. 



*4 In the present case, Granutec successftilly 
persuaded the district court to enjoin FDA from 
granting the 1 80-day marketing exclusivity period to 
its competitor, Genpharm, for the production of a 
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generic form of Zantac, a medication for the treatment 
of ulcers and one of the largest-selling prescription 
drugs in the world. Granutec's argument in this regard 
was that, contrary to Mova, FDA erred in not applying 
the "successful defense" requirement. Granutec 
maintained that FDA's failure to follow its own 
regulation, which compelled the result that no ANDA 
applicant in this matter was entitled to 180-day 
exclusivity, was arbitrary and capricious. As stated 
above, FDA had adopted a position acquiescing in the 
Mova decision and its implications for the validity of 
the "successful defense" requirement. In granting the 
injunction, however, the district court cited the 
regulatory "successful defense" requirement, without 
further explanation. 

Granutec's claim against Genpharm resulted from a 
series of efforts by various pharmaceutical companies 
to use the Paragraph IV certification to gain FDA 
approval for a generic form of Zantac. The original 
patents for the two operative forms of ranitidine 
hydrochloride (ranitidine), the active ingredient in 
Zantac, belonged to Glaxo Wellcome, Inc. (Glaxo), the 
pioneer manufacturer of Zantac. The two forms of 
ranitidine, Forms 1 and 2, are considered equivalent 
by FDA, but are covered by different patents: Patent 
No. 4.521.431 (the 431 patent) covers Form 2 
ranitidine, and will expire on June 4, 2002, and Patent 

No,._..i.l 28^_ 65.8 (the 658 patent) covers Form 1 , and 

expired on July 25, 1997. See Brief of FDA at 1 1, 34 & 
n.3. 

The first company to challenge either patent was 
Genpharm, which, in February 1991, filed an ANDA 
for a generic ranitidine product, and included a 
Paragraph IV certification as to the 431 patent for 
Form 2 ranitidine. Later, Genpharm amended that 
application to include a Paragraph IV certification as 
to the 658 patent as well. Glaxo filed an infringement 
suit within the 45-day statutory period, and prevailed 
in October 1 995 . See Glaxo, Inc. v. Genpharm 
Pharmaceuticals, Inc., C.A. Nos. K-92-1831 and 
K-93-4228 (D.Md. Oct. 23, 1995). In 1996, Genpharm 
filed a Paragraph IV certification under its ANDA 
alleging non-infringement of the 43 1 patent for Form 
1 ranitidine, and again Glaxo sued. That case remained 
pending when this appeal was filed. 

In January 1994, Geneva filed an ANDA for generic 
ranitidine, which included a Paragraph IV certification 
as to the 43 1 patent for a Form 1 product. Giaxo sued 
Geneva, and that case also remained pending as of the 
time this appeal was filed. 

In April 1994, Granutec filed an ANDA for generic 



ranitidine, which also included a Paragraph IV 
certification as to the 43 1 patent for a Form 1 product. 
Glaxo sued, and Granutec prevailed in July 1996; 
Glaxo appealed that decision and lost on appeal when 
the Federal Circuit affirmed on April 4, 1997. See 
Glaxo. Inc. v. Novopharm, Ltd. 931 F.Supp. 1280 
(E.D.N.C.I996) , affd, 1 10 F.3d 1562 {Fed.Cir.l997) . 
In the wake of this decision, Glaxo and Granutec 
entered into a licensing agreement regarding the 658 
patent, which provided that, in exchange for a 
substantial monetary payment, Glaxo would allow 
Granutec to begin marketing generic Zantac on July 
10, 1997, fifteen days before the scheduled expiration 
of the 658 patent. 

*5 This case was instituted when Granutec, having 
entered into the 15-day licensing agreement with 
Glaxo for its generic version of Zantac, sought FDA 
approval of its ANDA effective July 10, 1997. FDA 
responded that it could not approve Granutec's ANDA 
effective as of July 10, 1997. Pursuant to its decision 
to acquiesce in Mova and that decision's implications 
for the "successful defense*' requirement, FDA 
concluded that Genpharm was entitled to the 180-day 
marketing exclusivity period because Genpharm filed 
the first ANDA with a Paragraph IV certification for 
Zantac. FDA measured Genpharm's exclusivity period 
from March 3, 1997, the date that Glaxo's right to 
appeal expired in Glaxo, Inc. v. B oehringer I n gelheim 
Corp.. 954 F.Supp. 469 {D.Conn.l996) , Judgment 
entered by 962 F.Supp. 295 (D.Conn.l997) , affd. No. 
9 7 -1283. 1997 WL 355339 (Fed . Ci r. J une 4. 19 97) . a 
wholly unrelated suit in which a district court 
determined that Boehringer Ingelheim's generic 
version of Form 1 ranitidine did not infringe upon 
Glaxo's 431 patent . 

This judgment, FDA claimed, satisfied the 
requirement of 21 U.S.C.A. § 355(i)(4)(B)(iv) that, 
before the 180-day period of exclusivity can begin, 
there must be ''a decision of a court in an action ... 
holding the patent which is the subject of the 
certification to be invalid or not infringed." 21 
U.S.C . A. § 355(i)(4)(B)(iv)(ll) (emphasis added). As 
FDA had decided to "acquiesce" in the Mova decision, 
it did not apply the additional "successful defense" 
requirement found in 21 C.F.R. i> 3 14. i 07(c)(1) . 

On June 17, 1987, Granutec filed this action, seeking 
declaratory and injunctive relief against FDA, in the 
District Court for the Eastern District of North 
Carolina. Granutec alleged that no company was 
entitled to a 180-day exclusivity period and sought 
approval of its ANDA effective July 10, consistent 
with the terms of hs license from Glaxo. Genpharm 
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and Geneva intervened and cross-claimed, and, on 
July 3, 1997, the district court dismissed the two 
cross-claims and, sua sponte, granted a permanent 
injunction against FDA. 

This appeal followed. Although FDA was the party 
against whom the district court enforced the 
permanent injunction, on appeal the agency has 
realigned itself. FDA now asserts that the district 
court's injunction was proper and should be upheld. 

On July 9, 1997, we entered a stay of the district 
court's injunction pending appeal. We also ordered 
Genpharm and Geneva each to post a five million 
dollar supersedeas bond to protect Granutec's stake in 
the event we ultimately affirmed the district court's 
order. Granutec thereafter executed an agreement with 
Genpharm wherein Genpharm waived any entitlement 
to exclusivity in favor of Granutec, but preserved 
Granutec's right to challenge Genpharm's claim to 
exclusivity. In the wake of this agreement, FDA 
approved Granutec's ANDA effective August 1, 1997, 
and Granutec has been marketing its generic version 
of Zantac since that date. 

*6 On August 6, 1997, the District Court for the 
District of New Jersey dismissed with prejudice 
Glaxo's infringement claim against Geneva. See Glaxo, 
Inc. V. Geneva Pharmaceuticals, Inc., C.A. Nos. 
94-1921 and 94-4589 (D.N.J. Aug. 6, 1997). FDA 
thereafter approved Geneva's ANDA as of August 29, 
1997. On August 15, 1997, Genpharm prevailed over 
Glaxo in its infringement suit. See GlaxoWellcome, 
Inc. V. Genpharm, Inc., No, 96.CIV-6719 (S.D.N. Y. 
Aug. 15, 1997). FDA approved Genpharm's ANDA 
effective August 22, 1997, and Genpharm has 
marketed its generic since that date. 



11. 



This case turns on a fundamental problem of 
administrative law: an agency's authority to interpret 
the statutes it is required to enforce. 



A. 



Genpharm and Geneva allege that the district court 
incorrectly required FDA to adhere to the "successful 
defense" requirement-a requirement that both 
companies claim is invalid because it directly conflicts 
with the plain language of the statutory provision 
regarding the 180-day market exclusivity period. In 
support of this allegation, Genpharm and Geneva cite 



Mova, and other cases holding that regu lations, like 
the one here, that add to rather than elucidate a 
statutory requirement go beyond an agency's authority 
to interpret legislative grants of power. We agree with 
their argument. 

As Judge Robertson stated in Mova when he examined 
the validity of the "successful defense" requirement, 
the language of 21 U.S.C.A. ^ 355U)(4)(B)(iv) is 
"plain and unambiguous. It does not include a 
'successful defense' requirement, and indeed it does 
not even require the institution of patent litigation." 
Mova. 955 F.Supp. at 130 . In light of this plain and 
unambiguous language, FDA's interpretive authority 
with regard to the statutory provision is limited to the 
extent that Congress has already spoken directly to the 
issue addressed by the regulation. See Chevron U.S.A. 
V. Natural Resources Defense Council, 467 U.S. 837, 
842-45. 104 S.Ct. 2778, 81 L.Ed.2d 694 (1984) . 

Here, that issue involves the exact requirements a 
generic manufacturer must satisfy to qualify for the 
180-day market exclusivity period. By expressly 
including certain requirements in the statute to the 
exclusion of all others, Congress presumably intended 
that the statutory requirements would comprise the 
full measure of eligibility. As we held in Cabell 
Huntington Hospital, Inc. v. Shalala, 101 F.3d 984, 
990-91 (4th Cir.1996) , an agency cannot issue 
regulations that alter the statute's requirements for 
benefits the agency administers. All that Congress 
required for the 180-day exclusivity period is: (1) the 
filing of the first ANDA that includes a Paragraph IV 
certification; and (2) either (a) the first commercial 
marketing of the drug (after no infringement suit has 
been filed within 45 days or no resolution to such a 
suit has been reached after the expiration of the 
30-month stay), or (b) a decision that the patent in 
question is either invalid or not infringed. See 21 
U.S.C.A.^ 355(i)(4){B)fiv) . 

*7 Demanding a "successful defense" neither 
interprets the statute nor fills a gap left by statutory 
silence. Rather, the "successful defense" requirement 
adds a requirement not contemplated in the statute, 
and, as Genpharm notes, renders superfluous 2]_ 
IJ.SC.A. § 355(i)f4)(B?(iv)flK which allows the 
180-day period to begin at the time FDA receives 
notice of marketing of the drug, regardless of the 
outcome of any infringement suit. See Foxglenn 

Inves tors LP. v. Cisn e ro s, 35 F.3d 94 7, 950-51 (4th 

Cir. 1994) (declaring invalid a regulatory 
interpretation that rendered a section of the applicable 
statute superfluous). 
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Both Granutec and FDA argue that the regulation in 
question merely elucidates rather than adds to the 
requirements for the 180-day exclusivity period. 
Further, Granutec painstakingly attempts to 
demonstrate that the regulation does not render 2J 
U.S.C. i> 355(i)(4)(B)fiv)(n superfluous. Granutec 
and FDA cite legislative history in support of their 
argument that the regulation is consistent with the 
statute. However, both are mistaken. Chevron clearly 
states that the determination of a regulation's validity 
under its enabling statute involves a two-stage process. 
Analysis of legislative history and policy goals occurs 
at the second stage, and is reached only if Congress, 
through the relevant statute, has not spoken directly to 
the issue in question. See Chevron. 467 U.S. at 842-43 . 
If Congress has so spoken, "that is the end of the 
matter," id at 842 : a court simply does not undertake 
to assess the reasonableness of the agency's 
interpretation of the statute if Congress has spoken. 

Our examination of the regulation's relation to the 
statute never reaches the second stage in this case. 
Congress has plainly laid out the requirements for the 
180-day exclusivity period in the statute (albeit in 
tortured language), and, thus, our inquiry into 
Congressional intent must end there. Having found the 
exclusivity requirements embodied in the statutory 
language of 2l IJ.S.C.A. i^ 355(i)(4)(BUiv) clear and 
conclusive, we are bound to hold invalid any attempt 
to alter the terms of that statute. 

The "successful defense" requirement in 21 C.F.R. ^ 
314.107(c)(1) amounts to such an alteration because it 
adds a requirement to 2 1 U.S.C . A. $ 355( i )(4)(B)riv ) 
that Congress never contemplated. Further, the idea 
that any 180-day exclusivity period must be premised 
on the successful defense of an infringement suit 
results in the evisceration of 21 U.S.C.A. ij 
355( i ) ( 4)(B)(iv)(l) , which clearly contemplates an 
exclusivity period beginning-whether or not an 
infringement suit has come to resolution-on the date of 
first commercial marketing by the first ANDA filer. 

Thus, we hold the "successful defense" requirement 
contained in 21 C.F.R. g 314.107(c)fl) to be an 
invalid addition to the statutory requirements for 
exclusivity. Genpharm, as the first ANDA filer, was 
therefore entitled to a period of exclusivity under the 
statute.--' 



FN' I. We reject Geneva's argument that 
Genpharm lost its place in line as the first 
ANDA applicant, and thus the only ANDA 
applicant, eligible for exclusivity. FDA 



maintains that, although Genpharm did not 
make the Paragraph IV certification relevant 
to these proceedings until 1996, Genpharm 
qualifies as the first ANDA applicant for 
purposes of the exclusivity because the 
certification relates back to the date of its 
ANDA application. This interpretation does 
not clearly conflict with either the regulations 
or the statute, and thus we find no reason to 
substitute a contrary judgment on this matter 
for that of FDA. See Chevron. 467 U.S. at 
843-45; Pauley v. Beth Ener^ Mines. Inc., 
501 U.S. 680. 696-98. 705-06, 111 S.Ct. 
2524. 115 L.Ed.2d 604 (1991) : Midlins Coal 
Co. V. Director, OWCP, 484 U.S. 135 . 159. 
108 S.Ct. 427. 98 L.Ed.2d 450 (1987) : Lisa 
Lee Mines V. Director. O WC P, 86 F.3d 1358. 
1360-63 & n. 8 (4th Cir. 1996) . 



B. 



*8 Having concluded that the "successful defense" 
requirement imposed by 21 C.F.R. ^ 3[4.l07(c)( I) is 
invalid, we turn now to determine how to measure 
Genpharm's period of exclusivity. This determination 
depends upon the interpretation given to the phrase 
"the date of a decision of a court" holding the patent 
invalid or not infringed, as used in 21 U.S.C.A. ^ 
355 (i K4HB ) (iv)(ll) . The litigants (and amicus 
Boehringer Ingelheim Corp.) espouse multiple 
interpretations of the phrase, and, accordingly, suggest 
just as many different dates from which to measure 
exclusivity. 

FDA has adopted alternative positions regarding how 
to interpret this provision, depending upon our 
decision with regard to the validity of the "successful 
defense" requirement. If we upheld the "successful 
defense" requirement found in 2i_ C,FJ^._ § 
3]4.107(c){l) . FDA argued that, pursuant to the 
language of that regulation, we should conclude "a 
court" means " the court" that rendered the "successful 
defense" decision for the first ANDA applicant. Thus, 
no litigant would be entitled to exclusivity because the 
only litigant ever possibly entitled was Genpharm, and 
Genpharm had not successfully defended when 
Granutec sought approval of its ANDA effective July 
10. 

However, in the event that we found the "successful 
defense" requirement invalid, as we have, FDA 
adheres to the argument consistent with its original 
position in this suit, reflecting its acquiescence in 
Mova. That is, the "successful defense" requirement 
being invalid, FDA argues that "a court" means " any 
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court." By this reasoning, Genpharm's exclusivity 
began running at the date of a decision by the first 
court to hold the 431 patent not infringed, whether or 
not that decision involved Genpharm (the first ANDA 
applicant). 

FDA then combines this reasoning with the terms of 
21 C.F.R. $ 314.107fe) . "[F]or purposes of 
establishing the effective date of approval," that 
section defines "a decision of a court" in terms of a 
"final judgment from which no appeal can be or has 
been taken." Section 314.107(e) goes on to state that 
"the date of final decision" shall be, in the case of no 
appeal by the patent holder, "the date on which the 
right to appeal lapses," and, in the case of an appeal, 
"the date of the first decision or order by a higher 
court" affirming the district court's non-infringement 
decision. 21 C.F.R. ^ 314.107(e) ( 1997) . Thus, FDA 
concludes that Genpharm's period of exclusivity ran 
from March 3, 1997-the date that Glaxo's right of 
appeal lapsed in the Boehhnger Ingelheim suit ^^^-and 
expired 180 days later on August 29, 1997. 



FN 2. Genpharm contends that Glaxo did 
appeal the district court's order, and thus 
March 3, 1997, is an improper date to 
measure from even under FDA's analysis. 
We disagree. By order dated October 7, 1996, 
the district court in the Boehringer suit 
granted partial summary judgment to 
Boehringer on the basis of Glaxo's express 
concession that Boehringer's generic did not 
infringe the 43 1 p at ent . Thereafter, on 
November 18, 1996, the court entered partial 
summary judgment in Boehringer's favor on 
Glaxo's claim that Boehringer infringed 
Glaxo's patents by filing its ANDA. On 
January 30, 1997, the court entered final 
judgment with regard to both of these orders. 
S^^ Glcixo, Inc. V. Boehri nger I ngelh eim 
Corp., 962 F.Supp. 295 (D.Conn.l997) . 



Glaxo appealed that judgment and lost, see 

19 97 W L 3 55339 (Fed.Ci r . Jun e 4, 1 9 97); 

however, it appealed only with regard to the 
November 18 order, not the October 7 order 
that the district court entered on the basis of 
Glaxo's express concession of 
non-infringement. See id. at n. 1; see also 
Memorandum of Genpharm, Inc., in Support 
of its Mot. for an Inj. Pending Appeal, at Tab 
4 (Aug. 18, 1997) (copy of letter from 
attorney for Glaxo to attorney for Boehringer 
Ingelheim declaring that "Glaxo is not 
appealing the Court's October 7, 1996 



decision"). 

Although FDA's "successful defense" regulation was 
an invalid attempt to impose an additional requirement 
in derogation of the statutory scheme, FDA's reading 
of "the date of a decision of a court" simply interprets 
ambiguous statutory terminology. Despite the 
corporate litigants' arguments and protests to the 
contrary, this statutory language possesses no clear, 
definite meaning. For the purpose of measuring 
exclusivity under this statutory scheme, "the date of a 
decision" may mean the date of a district court 
decision, but it may also mean-without, contrary to 
Granutec's suggestion, doing harm to ordinary 
principles of finality and res judicata-the date appeal 
rights lapse or the date a higher court renders its first 
decision, as FDA's regulation contemplates. Similarly, 
" a court" may mean "the court," but it may just as 
well mean "any court." A fair reading of this statutory 
language does not clearly dictate a particular 
interpretation. 

*9 Each version bears certain problems in relation to 
the statutory scheme. At first blush, FDA's preferred 
interpretation (if the "successful defense" requirement 
is invalid) achieves a seemingly anomalous result in 
that a first applicant (here, Genpharm) receives an 
entitlement to exclusivity during a period when, 
presuming the imposition of a 30-month stay under 21 
l..J.S.C-A.§ 355(i)(4)(B)(iii) , that applicant may not be 
able to take advantage of its exclusive rights until the 
30-month period ends or it receives a favorable 
noninfringement judgment. However, this 
interpretation seeks to thwart any attempt by pioneer 
drug manufacturers to capture the generic market, and 
to some degree achieves that goal. Furthermore, 
although FDA's interpretation subjects first applicants 
to the vagaries of timing and speed attributable to 
different courts, it does not strip exclusivity of all 
value. As Genpharm and Granutec have demonstrated, 
the ability to waive exclusivity in favor of another 
generic manufacturer can be quite lucrative. 

By contrast, Genpharm and Geneva contend that "a 
court" must mean "the court," and thus each maintains 
that the period of exclusivity cannot begin to run until 
the generic manufacturer entitled to exclusivity begins 
marketing or wins a patent infringement suit brought 
against it by the pioneer manufacturer. This 
interpretation preserves exclusivity for the first 
applicant until it prevails in litigation, or at least until 
it begins marketing while assuming the risk of losing 
the litigation. However, it clears the way for generic 
capture. 
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Such a result would be antithetical to the very purpose 
of the exclusivity incentive and the entire ANDA 
regime. As the legislative history of the 
Hatch-Waxman amendments indicates, the ANDA 
scheme purports to "make available more low cost 
generic drugs." H.R.Rep. No. 98-857, pt . I. 98th 
Cong., 2d Sess., at 14 (1984), reprinted in 1984 
U.S.C.C.A.N. 2647, 2647. A situation where no 
generic can come to market because the pioneer has 
imposed a stranglehold by gaining entitlement to an 
exclusive marketing period for its captured generic, 
yet never exercises that right, could not have been 
contemplated by Congress. "■^' 



FN3^ We recognize that even under FDA's 
interpretation a pioneer could place a 
stranglehold on the generic market, although 
we think it is less likely. For example, a 
pioneer in control of a captured generic could 
file the first ANDA with a Paragraph IV 
certification. As long as the pioneer prevents 
its captured generic from going to market and 
at the same time does not file an infringement 
suit against any generic manufacturer 
(captured or non-captured), the captured 
generic's exclusivity period would never 
begin to run, and no generic could begin to 
sell pursuant to a Paragraph IV certification. 
The "successful defense" requirement would 
solve this problem, were it valid. But this 
problem, like many others, arises from the 
manner in which Congress drafted the 
exclusivity mechanism, and, as such, the 
remedy lies with Congress. 

Given the complicated and sensitive nature of the 
statutory drug approval mechanism, we choose to 
defer to the interpretation posited by the agency 
charged by Congress with administering the statutory 
scheme. FDA's interpretation of the statutory language 
and its own regulations is a permissible, reasonable 
interpretation of a complicated legislative framework 
that reflects a considered balance of competing 
statutory goals. We recognize that positions adopted 
by an agency solely for litigation do not deserve the 
deference of this Court. See Bcnven v. (leor^eumn 
Univ. Hasp., 488 U.S. 204. 213, 109 S.Ct. 468, 102 
L.Ed.2d 493 (1988) ("Deference to what appears to be 
nothing more than an agency's convenient litigating 
position would be entirely inappropriate."). However, 
we are not faced with such a shuation here. FDA did 
not adopt its current position in anticipation of this 
litigation, but in response to the Mova decision, which 
suggested the probable invalidity of the "successful 



defense" requirement. It made its position known to 
all ANDA applicants seeking approval in the wake of 
Mova, seeking to avoid any forum shopping that might 
result. Indeed, it was FDA's adherence to its 
post-Mov(3 position that precipitated this lawsuit by 
Granutec. In such a situation, the concerns that caution 
against deference to an agency's litigation position do 
not exist because the position reflects the thoughtful 
judgment of the agency, not just the posture of 

litigation counsel. See NMlQlI^-.MhIWk Fed'n v. 

Browner. 127 F.3d 1 126, J 129 ('D-CCir 1997) (citing 
Ai4erv. Rabbins, 519 U.S. 452, — , 1 17 S.Ct. 905, 91 2, 
137 L.Ed.2d 79 (1997) ): Herman v. NafionsBank 
Trust Co.. 126 F.3d 1354, 1363 (Jith Cir.1997) : 

■ ipp alcichian States LowLevel Radioactive ^Vaste 

Common v.~~Pena. 126 F.3d ui'3, l98'-99 (3rd 

Ci r.1997) : Monongah ela Power Ca_i\ R eillv, 980 

F.2d 272, 279 & n. 7 f 4th Cir. i993) . 



C. 

*10 Both Genpharm and Geneva also assert 
jurisdictional and procedural grounds for reversal of 
the district court-namely, that the district court lacked 
subject matter jurisdiction over this case and failed to 
give the intervenors the proper notice and hearing 
before dismissing the cross-claims and granting, sua 
sponte, a permanent injunction. 

We would have jurisdiction if the district court lacked 
it, and thus all appellants have received the remedy 
they seek-a full hearing and decision on the merits in 
the Court of Appeals. In addition, if we held that the 
district court failed to provide proper notice and 
hearing to the parties, the remedy would be to remand 
to the district court for largely the same proceedings 
that we have conducted. 

For these reasons, we reject these allegations of 
procedural shortcomings on the part of the district 
court. 



111. 



In sum, then, we hold that the "successful defense" 
requirement imposed by 21 C.F.R. ^$ 314.107(c)(U is 
invalid. Further, we hold that, under the interpretation 
of the statutory scheme adopted by the FDA in 
contemplation of such a decision, Genpharm was 
entitled to a period of exclusivity that ran from March 
3, 1997, until August 29, 1997. Because Genpharm 
waived its exclusivity with regard to Granutec, and 
FDA approved Geneva's ANDA as of August 29, 
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1997, no party has violated Genpharm's period of 
exclusivity. Granutec was never entitled to begin 
marketing on July 25, 1997, so its agreement with 
Glaxo to begin marketing on July 10, 1997, was based 
on an erroneous premise. The supersedeas bonds shall 
be returned, along with accrued interest, to Genpharm 
and Geneva. 

We understand this opinion will not satisfy any party 
to this suit. In cases involving complicated regulatory 
schemes such as this, we seek to give full effect to the 
plain language of a statute while simultaneously 
deferring to reasonable interpretations offered by the 
relevant federal agency. The complex legislative 
scheme and the awkwardly drafted statute at issue here 
do not lend themselves to simple solutions, 
particularly when further complicated by secondary 
licensing arrangements, a stay pending appeal, and 
multi-million dollar bonds. In accordance with this 
opinion, the judgment of the district court is hereby 

REVERSED. 

C.A.4 (N.C.),1998. 

Granutec, Inc. v. Shalala 

139 F.3d 889, 1998 WL 153410 (C.A.4 (N.C.)), 46 

U.S.P.Q.2d 1398 
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DECLARATION OF AMIT M- FATEL 

I, Amit M. Patel, declare as follows; 

L ' Dr. Reddy's Laboratories, Ltd is an Indian pharmaceutical company. Dr 
, ''Reddy's Laboratories, Inc. is a wholly-owned subsidiary of Dr. Reddy's Laboratories, Ltd, with 
, ;an office in'Bridgewaier, New Jersey. Dr. Reddy's Laboratories, Inc. is the FDA regulatory 

\ ,agerit;and marketing arm of Dr. Reddy's Laboratories, Ltd, in the United States. I will refer 

I 

; ; collectively to the two corporate entities here as "DRL." 

2. I am the Vice President, Corporate Development & Strategic Planning for DRL. 

■ In'' thai capacity I am responsible for business development, long-term, business planning, 
investments, and specific operational oversight in North America for DRL's Brand and Generic 
businesses. I am familiar with the marketing of drug products in general and with the 
marketing of generic drugs in particular. I hold an MBA from Harvard Business School. This 
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'*'*• " ■ '/do'dumenc is based on my personal knowledge and records retained by DRL in the ordinary 






iix^'i ^^ S:rt ' . course 'of {business . ■ 
'M^/!^l-^rr ' 1; ; . i 3 J DitL was the first ANDA applicant to seek approval to market ondansetron 4 






1^^ {;''.|;' • ''^^ mg, '8 nig and 24,mg tablets. DRL was the first ANDA applicant to file a paragraph IV 



v.%;.v. ■- . ^itirication regarding U,S. Patent No. 5,344,658 ("the '658 patent**) and the first to give 






|;>;"Vv' /. : : - ' tioiitc to the innovator- GSK did not sue DRL for infringement of its '658 patent, 
;i;■^^ "r^ ,, . . c-\' ,pr^smn'ab^y becaiise DRL successfully designed around that patent. 

4, ' Because DRL was the first to file an ANDA for ondansetron 4 mg, 8 mg and 
j/;v^, ; . ,; ^ iphg tablets, DRL believes it is entitled to a 180-day exclusivity regarding the '658 patent 
|i^"-^ Vi^^ to begin to market ondansetron 4 mg, 8 mg and 24 mg tablets upon approval 

J^A)J{^:: . i'' follbyving ^he expiration of the pediatric exclusivity for GSK's U.S. Patent No. 4,753,789 
Iviir-^'^ i ■''^'X'^e!789patent'0^ 

^^1^17]'/%^^^^ iJ'V . i 5. I have been asked to explain the financial nature of the hann which would be 
I^^V'Vf V r by DRL if it were to lose exclusivity and to contrast that harm with the financial harm 

i^'l -l-;':;'.'^''''; .-,; 'Apdtex claims it will suffer if it loses its pending motion. There is really no comparison, 

^0 'A;,' V'.'i ./' ' expiration <if GSK's 789 patent will be very significant while Apotex's financial "harm" if it 

W ^ •-.' ''^ . .' . • 

|4f,';-f=;V (-; ^ , ., dofe^luiot obtain this injunction will be relatively minor. 

^U^riW'sy ; "- * , 6. Thereareanumberofconsiderationsrelevantto why a loss of exclusivity by 

'ii''-?' 7' C'V' '"'DRii^ would' be irreparable - some of which I am advised are identified in Apotex's own 
lt'''\v\ ■'''':■■■ ' subnlipsionsi- It is not my purpose to address these factors or harms - or other non-financial 



k?!>'V'' ■*;';■'■' '/; ^DRJL's financial harm if it is not permitted to exercise its 180-day exclusivity after the 

.1',' ^ ,»Jlj 



fri'^ .'"''' I '/ ..*nj^ ~ since all that I have been asked to provide is a general discussion of relative financial 
i^V; ;: ;.'/', i/j'harmsi not theirreparable nature of DRL*s harm. 









'" ,„'! 






' 1 
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?:■ According to IMS Health, GSK's sales of ondansetron 4 mg, 8 mg and 24 mg 
^:lrX ^-K' -tabikts in the United States in 2005 were approximately $604 million (or approximately $300 
I'l? :VVi' ■; V '! ' million fw 6 months). As the sole generic company having an e?tdusivity for this drug, DRL 
PH^ *' ; ; wdidd expect to earn a significant portion of these sales during its 180-day exclusivity, and 
I'^ir i'!v<, ' ' continue to enjoy a;position superior to other generic companies v/ith respect to this drug after 
5"^'^;^';^ ■' ■, . «s«-.th«;fexcbsivi'tyends. 

V;ixi; if. ,, ; ■ , 

|4;:;\^t^ : ' 8. i Typically, generic product would capture up to 90% of the brand's sales (or 

W$f million of tht $300 million) during the 180-day exclusivity period. If DRL actually 

|^?>^t'''; launehed alone, it would capture those sales although its price would be discounted to the 



ki>- • ••J\ :'■ 



.r =',;:m ,:.■- . ,r withrDRL, DHL would expect to capture more or less half the sales. The dollar value would of 



J^^''t'£y'\ " "bt-aiid and thus its loss would not be that entire sum. If GSK authorized a generic to compete 

t^f-'-,"' iji T- . 

Wv-y'^A^'^ ' '''icpuise stillLbe very significant. 

gl^;.;',;-': ;/'.';■''-■ ' /: 9. Exclusivity would also provide the opportunity to forge early relationships with 
P^-"i :/f : customers, iwhich would assist in DRL's ability to retain market share after the expiration of 
[;f^^r; /,.'■"■' '; exclusivity. By way 'of contrast, if Apotex were to lose, its loss is minimah 
f -ll' '?') . , 10. ' If Apotex were to overturn the FDA's decision, on December 24, 2006 the 

P^U:''^;ir .\ohdansetr6h market would open not only to Apotex, but to all other generic companies. 



.''.V';i' •^/.- ■ 



|;^'!S:V--" ' 1 'lApotbx's submissions indicate there are ten generic companies seeking approval to enter the 
|> '?'?:; ' \' tnarlcet for ondansetron 4 mg, 8 mg and 24 mg tablets on December 24, 2006. In recent 
!?^ >' r;/ :, :product launches with half a dozen or more sellers the generic price at launch has fallen to 2 or 
P 5\;^^^ ' ^^ of then-turrent branded price. Here, that would mean that the entire generic market for 
^Mtr^^' ' Z'^^^®^^*^'"^ °^S» 8 mg and 24 mg tablets for the 180-day exclusivity period would be 
E':;'* ;-r :• . approvmatcily $5.4-8.1 million (.02 or .03 x 270M). This market would then be split among 



|^;^\.K/v.v\; ^20805' 
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i(,V /, , 






'i-0h ^ './ the'ten generic conipetitors projected by Apotex. Thus, Apotex's expected sales in the firsc 

kill"'''* f/, ,• ' 

*".»lV ■/•■'. r. ■ % 

!ii"|:3,|p;r.;;; (;^ after its launch (and the launch of the other generic companies) might not be 

J^P^;vv?^i-^:';VSU^ than $1 million. 

■ ' 1 L^ Impoiftantly, Apotex is not here claiming that it is entitled to exclusivity. 






r^'- /„*'"■ . , Apotiex may enter the market six months earlier if it wins this case, but whenever it enters it 
Bi.i?!''^'^^" i ■' 'will do so with numerous competitors. Thus^ regardlea^s of the outcome of this case, Apotex 's 






tiB '!i > ■J .:. ' .hirih is relatively'insignificant and certainly paJes in comparison to DRL*s harm. 

5')iy:i>/'l ' ' ' I declare under penalty of perjury under the laws of the United States of America that 






f-:-$ "Ka' tfte-fbregoihg is tnie :and correct. 









Executed this 16th day of November 2006. 




Amit M. Patel 



* , -s' ■*■- ,.P /' . ' it' 

I. /-A * ■' I ' ' ' . ^ I 

iVi^'i.'":',')..- 









[•. \ r >v ' m',*^ ■■'1 ' , 

?<■ ' ' ' ,, ! ♦ 
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UNITED STATES DISTRICT COURT 
FOR THE DISTRICT OF COLUMBIA 



APOTEX INC. 



Plaintiff 



V. 



FOOD & DRUG ADMINISTRATION, et al, 



Defendants, 



and 



DR. REDDY'S LABORATORIES, LTD., 



and 



DR. REDDY'S LABORATORIES, INC. 



Intervener s-Defendants , 



Case No. 06-1890 (RMC) 



DECLARATION OF BRIAN K. McCALMON 

I, BRIAN K. McCALMON, declare as follows: 

1. I am a partner in the law firm of PRESTON GATES ELLIS & 
ROUVELAS MEEDS LLP, counsel for Intervenors-Defendants Dr. Reddy's 
Laboratories, Ltd. and Dr. Reddy's Laboratories, Inc. (collectively "DRL"). 

2. I am a practicing attorney and member in good standing of the Bars of the 
District of Columbia and Maryland, and am admitted to practice before the United States 
District Courts for the District of Columbia and the District of Maryland. 

3. I submit this Declaration in support of DRL' s Opposition to Apotex, Inc.' s 



Motion for a Temporary Restraining Order And/Or Preliminary Injunction. 
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4. I have personal knowledge of the facts stated in this Declaration. 

5. Attached as Exhibit 1 is a true and correct copy of FDA's November 3, 
2006 letter to Christine J. Siwik and William A. Rakoczy. 

6. Attached as Exhibit 2 is a true and correct copy of FDA's April 11, 2006 
letter to Tammy Mclntire of Apotex, Inc. 

7. Attached as Exhibit 3 is a true and correct copy of the Stipulation of 
Dismissal Pursuant to Fed. R. Civ. P. 41 entered in Glaxo Group Limited v. ApoteXy Inc., 
Civil Action No. 05-307(JLL) in the United States District Court for the District of New 
Jersey. 

8. Attached as Exhibit 4 is a true and correct copy of United States Patent 
No. 5,344,658. 

9. Attached as Exhibit 5 is a true and correct copy of the Declaration of 
Tammy Mclntire, dated November 6, 2006, submitted in Support of Apotex, Inc.'s 
Motion for Temporary Restraining Order And/Or Preliminary Injunction in this matter. 

10. Attached as Exhibit 6 is a true and correct copy of the Declaration of 
Tammy Mclntire, dated April 14, 2006, submitted in support of Apotex, Inc.'s Motion for 
a Temporary Restraining Order And/Or Preliminary Injunction in the pravastatin case, 
Apotex, Inc. v. FDA, Civil Action No. 06-0627 (JDB) {Apotex I). 

11. Attached as Exhibit 7 is a true and correct copy of the Civil Docket for 
Case #: 205-cv-00307-JLL-RJH, Glaxo Group Limited et al. v. Apotex, Inc., in the United 
States District Court for the District of New Jersey. 
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12. Attached as Exhibit 8 is a true and correct copy of a New York Times 
article dated August 9, 2006, entitled "Marketers of Plavix Outfoxed on a Deal," by 
Stephanie Saul. 

I declare under penalty of perjury under the laws of the United States of America 
that the foregoing is true and correct. 

Executed this 17th day of November 2006. 



/s/ Brian K. McCalmon 



BRIAN K. McCALMON 
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/ yX DE3?AKIMENT OF HEALTH & HUMAN SERVICES 

\<Mi : 

'^■inif Food and Daig Administration 

Rockvjlie. MD 20B57 

ANDA 77-306 

'NOV 3 2006 

Kakocssy Molino Mazzodii Siwils; LLP 

Attcatlon: Christine L SiwQc and William A. RaJcoczy 

6 West Hubbard Street 

StuteSOO 

Chicago, IL 60610 

Dear Mr. Rakoczy and Ms. Siwlk: 

This responds to your letter dated August 29» 2006> ioi wblch you request on behalf of Apotex 
Corporation that the Food and I}nig Administration (FDA) amsider llxa ^art of ISO-day 
exclusivity fbr ondansetron hydrochloiide tabl^ 4 mg and 8 mg (ondansetrcox) to have been 
trLgga:ed by the dismissal of apatent infringement suit 

As you are a^me^ H>A interpreted the relevant atatutoxy provision in a letter dated April 1 1, 
2006 (FDA letter decidon) (attached). FDA's letter decision e:q)re3dy states tihat the dismissal 
of apateEnt suit in and of itsdf is not sufScient to trigg^ the start of a 180-day exclusivity penod; 
rather a court order nmst xeSect a holding on the merits by the court &at the patent at issue is 
invalid, not in&inged, or unenfbrceable (Itolding-oa-the-za^s" standard). The fDA letter 
decision e2q)lBin5 in detail ^e legal grounds and policy justifications £^ the holding-on-the- 
merits standard. Apotex sued &e agency^ challenging the PDA letter decision as arbitrary and 
caidoious, and the Distria of Coloaibia Circuit Court of Appeals ruled in &e agency's &vor, 
suDunaxily afiSxmiog the district court's denial of Apotex's motion for a preliminary injunction. 
See Apotex, Inc. v. F1>A, 449 F.3d 1249, 1253 (D.C. Gur, 2006), Apot^ petitioned for a 
r^earing en banc by the court, which the court denied on August 17, 2006. On October 3, 2006, 
Apot^ entered into a stipulation of dismissal (hiding the litigation. 

In accordance with Ihs FDA letter decision, we dei^r your request &xt the reasons detailed l»iefly 
below, and refer you to that dedision &r fiirliher guidance on this matter. 

I Apotex*$ request. 

Apotex now a^s the FDA to cofl&m fbsxi "Q) Apotex will, subject to all other substentive 
reqmrem^its for approval, tec^ve final approval of its ondansetron AiE>A [abbreviated new 
drug applicationl upon expiration of U.S. Patent No, 4,753,789 Cihe 789 patent?*); (2) Apotwc's 
final approval will not be delayed by any unesipired 180-day excltxsivity assodated wi& U,S. 
Patent No. 5,344,658 ("the *658 patent"); aad (i) any ISO-day exclusivity associated witti the 
'658 patent was triggered by the May 25, 2005 Order dismissmg Glaxo Group Liraited's and 
Smi^iKlineBeecham Corporation's (collectively, '^OSIC*') patent infibgement action against 
Apotex Inc. [for infiing^meat of the '658 patent]." In essence, you argue that the dismissal of the 
eSK lawsuit triggered any 180-day wtclusl-vity arismg from tite '658 patent with respect to 
ondansetron, that any such 180-day exdusivity has now expired and, ^erefore, no unexpired 
1 80-day exclusivity arising from flie '658 patent could delay approval of Apotex's ANDA i)pon 
expiration of the 789 patent 
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E The May 25, 2005 Older. 

i\potex'$ AHDA for ondansetron includes a "paEagr^^h IV" certification^ in which Apot^ 
alleges that the '658 pat^t is not infiinged and/or is not valid. Having rec^ved notice of this 
paragraph IV certification in December 20Q4» GSK sued Apotex for infangement of the '6SS 
patent in January 2(M)1 You eaolosed ^viflx your August'si, 2005 letter a copy of **flie stipulation 
of disnrissal pursuant to Fed. iL CSv, P. 41" filed May 25, 2005, dismissmg the GSK suit 

(stipulation of dismissal). 

The stipulation of dismissal stat^ that Qie plaintiffs ((^K) 

. . . stipulate and agree that tibie ondansetron hydrochloride tablets &at are the subjact of 
and descnbed in Apotex hic's ANDANo. 77-306 do not infiinge, and if imported, 
manu&ctured, used, sold, <^ offered for sale in the XMted States would not infiing^ any 
cJaisn of GlaxoSnu1hKJines"s U.S. Patent No. 5,344,658 C^e '658 patent"); and 

* . . [have] represented that [they] will not sue Apotex fixr inMngement of the '658 patent 
based on &e impoxtation, manu&cture, use, sale or offer for sale of ondansetron 
hydrochloiide tablets that are flie subject of and described in AMDA No. 77-306; 

and the parties 

. . . stipulate and agree to disnussal of the parties' tespecdve cdaur^ and counterclaims 
witti prejudice.... 

The stipulation is signed onbdhalf of GSK and Apotex, and is signed as "so ordered" by the 
court. 



^ A&KD A Bpplicom»3iusl aod^ FDA of patents tho sppUcantb^oves olaim 

dnig. 21U.S.C. §S 3550>Xl)i 355(c)(2). PDA idiesimtheBonotificatioiis to post iofoma^n on these patents ta 

ApproyedDtugProducts wUh Thert^iutie Squtval&ice Situations (oifommlly zc&ned to ss tbe OioDge Book). 

21U.S.a§§ 35S0))(l). 355(c)(2), 35S0}C7)(A)P>- An ANDA applicant xnustthensuke one of ftorc^tlficaticms 

-wift respect to each pa^t that claims the dmg or any use of the dng fiff Tv^ 

opprovd. Hiese cBctilic&tiQnsatecommDnly):^cnxdtobythe&urst;3>'paiapaph5ofsec^505(j)(2^ 

estitblishingfiiem: 

' a*'par4git^lir ccctificatioathatpateatinfoniratxon&asiu^t^ 

• a "paragraph H" ceitificatioB tiatthe patenthas e^^iied; 

■ a *'paragis^ CT certiScatioa of the date tiie patent ivill expire; or 

• a ^^amgrai^IV" certification t&at the patentis invalid, notinfiinge^ (Mtnotenfoiceable, 

21 U.S.C. § 355Q)C2)(A)(vjO;2I CFJL § 3RK«)(12](0(A'). Apaxftgcaphlorn ceitifieattonindkatfis that the 

applicant believes that the patent does not bir ]zmnediat& ^proval of the MDA* A pazagiqih HI certificatioii 

indkatac that the appUoant is not chalUngbg the validiiy or applkih^ 

seeko^ ANDA appxoval only aJRer the patesi explzes. A paiagcaph IV cectificidan Indieates that the ANDA 

appHcant disputes iheapplicabaitsr or validity of tfiBtp&tei^ IfanANDAapplietntmalkesapaiag^iphlV 

certiSeation, d^ applicant must the notify the hblde): of the .approved NX>A and the patent o^nier. 21 U.S.C 

§355(j)(2)CB). 
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in. ISO-day exclusivity and FDA letter deci$iou. 

Section 5050)(5XB)(iv) of the Aot establishes 180-day cxclusiYity. liis exclusivity provides a 
potential reward to tit iirst ANDA appHcant to submit a paragrapli IV certification to a patent 
pursuant to section 5050)(2)(A)(vii)(rV) of the Federal Food, Drug, and Cosmetic Act asd ftais 
to expose iteelf to the risk of being sued fbr infiinging the patent 

Section 505G)(5XB)(iv)(D) provides that the start of 180-day exclusivity can he triggered as of 
"the date of a dedsicm <^a court . . . holdhtg the patent wftfcft is the su^ect of the certification to 
bei}t)mMcrnottr0inged^^ (Emphasis addei) Thismecbanism for imtiatjng 180-day 
exclusivity is commonly refeixed to as the "court decision trigger." 

The FDA letter decision announced the holding-on-the-ments standard to assess vrheOior en 
action of a court quaMes as a court decision trigger to start the tunning of 180-day cxdnrf^ 
As the intxodudion to ibst letter states (and the body of that letter explains in detail): 

FDA inteipxets the language of the court decision trigger provision, "the date of a 
decision of a court. . .holdtog the patent which is tite subject of the cotification to be 
invalid or not infiinged," to require a court decision with an actual "folding" on &e 
merits that the patent is invalid, notmfiinged, or uneofozceabk Theholdhgmustbe 
evidenced by language on the &ce of the court's dedsion &ov^g that the determination 
of invalidity, noninfiingement, or unenforceability has becsn made by the couit . . * 
FDA's "holdrng-on-Oie-mexits" interpretation adheres closely to the language of the 
statute, and will provide a bri^t line fhat is more easily adminisorable by FDA and Chat 
will enable industry to xoake appropriate business planning decisions. 

EDA letter decision at 2.' FDA adopted diis bright-line standard to piovide clariQf, reduce the 
likelihood of littgatton over wbe&ar a court action triggers 180-day exclusivity, and pxomote 
greater mazJce^ce certamty. 



^CongceuasQfiddedll U.S.C §355<j) in late 2003. .S'eclhe Access to AfiforasbleFlmnaeeutieols provisions of 
the Medicare PicMriptioa Drug, In^)tovcm«it andModonawticm Act of 20O3, Piat. L. No. lOS-m, 117 Stat. 2066 
(Dec. &^ 2008) CMMA% Nona of U» omendnnntepertrainsto ISO-^ay exclusivity entcteddttOU^tSieMMA. 
beor upcm the detexmmation of -whether tiie ctipulafion of dinnlssal Ibr the Q$IC suit txiggmd ISO-day Ncclusivlty 
for ondansetron, however, because &e evUestAl^DA containing tpazsgreph IV oedficatioiifot this dnig wts 
wbniIttedbBfore&cDeceinbtrS, 2003, enactment date offlwMMA. S^eid § 110200(1). 

Provisions of the MMA inappficabk to the I80«day exchisiviiy detetminetion for ondansetron (res MMA 
§ ll02(bXl)) •linunated the cour^decxdoa trigger pievisfci^lmtprovided foe f^^ of exclusivity in cwlain 
cucumstances. Oneeventfimtcantriggerfoxfeitute«Ddertheha^isa"asetde^ 
afnaljudgmentthatincludeeafinding Suit Uie patent is invalids not n&higed." 2IU.S.C. 
§ 3S50}(5)(D)(0(I)(bb)(BB) (200$). Iheholdi^^oa^be^nerits standaid under the pre-MMAstatate does not 

leflert an agency laew as to the proper scope cr iate«ptetati<tn of to f^ 

pmiaon b the MMA. 
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.' 



rV. Analysis 

The GSE^ $uit was dismissed by an agreement between the parties; the couit never issued a 
holding on &e meats of the patent claim. It is clear, therefore, that this dismissal does not 
constitole aconrt dedsion trigger under the hoiding-on-tiao-merits standards SeeApctex^ 449 
F,3datl233* 

You assert thai the stipolation of dismissal satisfies the holding-^nrthc-merits standazd bccat^se, 

;!nter d/a, it expressly reflects OSK*$ jYidgm^ Ibat the patent 

comndtm^nottosae. Yourcondusionisnotcozioct It is not enouijh that the order reflects 

the views and commitments of ^ parties. The court Itedif has to have made a substantive 

detenmnation on the merits of the patent claim. As its title C*Stipulati<m of Dimnissal Pursuant 

to Fed IL Qv. P. 4n reflects, the stipuhtion of dismissal was to mechanic 

parties sou^ and received dismissal of the case because^ in th^ vionv, there vras noMig left for 

the court to decide. The court was not asked to resolve the dispute on the merits and did not do 

so. In ^ort, ikt stipnktion of dismissal does not reflect a holding by the coxirt on the merits of 

the patent dainu^ 



^ AJi^9ush Aie hoXdi]ag-ozL4h9-iDeii($ ^aadaxd was «zmou9c«d iuishti^to & decluatorjr judgment actkm, the 
standard is equally i^pUcablo to e£Qnx»tivepat9zitu^^ The 

ata&daidlcolffi to wheOier^ ccmrthasmads aliMdis^ ontbeiDs^ 

roauoer by which ^ dSi^ute came befbx^ 4ie court 

Uns letter does mt addiess the aipimeots made la y^m pdor letter of August 31, 2005, to su|iport your daun thst 
Cie OSK stimulation of dismUsal sat3$£ie$ en estoppel-based jntopxetatioa of the couxt deeisioii trigger. As 
ntplained in gteater detiul ia the FDA letter dedldm, tl^ 

oarthe-meifits staodatd. Accoidiugly, tiiis letter addicssce «iy the acsiuiieiu$ youma^ in your lettex dated August 
29^ SOOdy &at the OSK s^atioa of dismUsai satisfies the faoldhsg-oa-^ie-medts standard. 

' We note that yon xii$ed additiosal acgiuaeiit$ in tdc^One cosversations ^th^ 

submitinwidag. The$eatguinent$ie1atetoroA*Sdaei$iaamCVnmi/«£L/nc.v.$tef^ 139 ?3dS89, 1998 XVL 

153410 (4th Cir. Apr. 3> 1998) (nni^iblished Opinion), u >weU u wht^ier BDA'S intbtpiotatioA of seodon 

505(j](5)(BXiiQ U consisteot Mtntb its in^zetation of section 5050)(5)(B)(iy). In this letter, however, m are oiHy 

addresskg the question that Apoeex set forth in tvddttg, Uj whether ^ ondanae^ 

dedsicn^gerniider FDA's "hoIding-on-die-aiBtits*' standard We do not brieve tiat&e additional aigume&ts not 

sabmiticd in xvxting are peitinent to making that deteonina^on, which siaaply looks to whether du court has held on 

the merits of a patent claim. 

4 
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V. Conclusion 

« 

The stipulation of dismissal did aot trigger wy 1 80-day exclusivity for ondaosetroa that jnay 
arise £bm another ANDA applioant's paragraph IV c^tification to the *658 patent, ^e age&oy 
is not avvare of any j\idicdal action to date quali^g as a court decision trigger of 180-day 
exclusivity for ondansetEOn. Accor^gly, 1 80-day ex(dudvify may delay ap{»ti^al of Apob^*s 
AIsQDA for ondansetron hydrochloride tablets 4 mg and 8 mg upon expiration of the *78d pat^at. 



6 




Gary^u^er 

Direct 

OMce of Graieiic Drugs 

Conter for Drug Evaluation and Research 



Bnclosuxe 



co: BlizabefhDic1dnson» Office of Chief Counsel 

Applicants with Pending ANDAs for Ondansetron HCl Tablets, 4 rog and 8 mg 



^ VDA <bes aet itjakfi iu estdusivily determinatioiis imdl on ANDA is leady ibr Snal approval, wlddi will cot occur 
fbr enduueiroA until at lefiatDecQcbber 24, 2006, when tiie pediatric exclusivity associabul v^the 789 pateat'wiU 
expire. Pediatric exclusivity is intended as an incentiye to spcsuozs to eondact and subaoit co FDA studies ze^sted 
by &e agency on the use of dtugs in pediiUzic poptdattons. It is a six«32i^ 

patent or exclusivity for the drug studied. 2M;.S.C. § 355a. A|K»t«xassiime$ that another ANDA applicant wai be 
enddedta ISO^yescluaivi^forondaosetcoa. wMch the agency neidiAtccDficna nor denies. 
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vsBAsctmm op rnxum & miMAH services 



rit\^ KsiUh SiNici 



ANDA 76-341 



Food md d;09 AiMoIsviVan 
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APU 1 1 2006 



Apotsx Coip. 

V.S. Afiftnt for Apotex Inc. 

Atrentloa: TimmyMc&xtirB 

24Q0 North CommeroePtdcway* Stifte 400 

Vre&bKi,FL 33325 

Sent Via Peosiniib and U.S. Mail * 

PearMc,MclD(iie: 

• 

This teller is prompted hy fiie Muoh 16« 2006, opinion of cho District of 
Coliunbia Cimit Coott of Appeals, Tsva Phamaceunctds USA, Ina. v. FDA^ Hos. OS- 
5401 & 05-5460^ 2006 Ua App. IBXB 084 (D.C. ar. Man 1 6, 2006) fTbtt J7n 
We are amendisg onr responfio to the letter aubmitted by Apotox iio. oa Septembeir 7. 
2004, ApotexadugUadftteni^ieticmOiata-dismissBlofadedixab^ 
bcought by Apot^ again^ Bfistol-Myeis Squibb Company C^Bzistor). Apotex be v; 
MstcUhfym ^bb Co., No. 04-2^ (Jul* 23, 2004 sHpulaSon aad orderX ooosfituted a 
''coiutdecidon trigger" beginning tbo 180-day period of in«k^ 
first abbreviated new drug applieaOan CAMDA'O appUoanVto mal^ a "pmg^ IV" . 
oertiStation challen^ng t patent jEbrFravailiiin Sodium TiUeb.lO xng^ 20 TDg., 40 mg^ 
and 80 mg. CVnyastaUa")* VOA F'A'iously delemiined m a lotsr dafed JD&e28. 2005, 
that thedismissfll consiitnted a comt dedsicMi liigger, be&ed on an intecpretation of Ae 
coiRt dw^eiOH triggerprovision, Section 505CiX5XB}^)(ZQ of theFedml Food, Dnig 
sod Cpanedc Act CiDCA*' or the "Act^ (M U.S.a i 3550)(5){B)(iv)CITO» *« Ihe 
agenqybeUeved itself cempellod to ^Jy aa axesult of two decSsioot of thel>.c: Gizcujt: 
TMjPharm^, USA, he v. FDA, 182 R3d 1003 (D.C. Or. 1399) fTevw/') snd Tmw 
Pharm.. USA, fne. v. J»rf, No. 99-52«7, 2000 U.S. App, tSXSS 38,€67 (D.C. t^r. Nov. 

15, 2000) r^nMJ?0. SpefiMcalry, EDA belieted that rewa/andZTiequM 
to treat a disnussal of a deoSaratoryjudgmenl action &r Jack of jurisdioHon as a coort 
decision triggnriftbe patentee is estopped fiomenfbRing its patent against the 
deoIaxatOK/plluitiS ' , 

leva PhannaceutlcalaXJSA, Inc. challenged jrDA't Tone 28» 2005 ded^on in 
districloourt T^wWorw. {«lt^c. vi«W,398RSnpp.2dl76(pj>,a2005). On 
^pea], the Tmm ZZTcourt vacafed the judgment of Iho district court with ixvsQucclons to 
vacate the EDA's decision and remand to the agency ior ftnher pnsoeedfngs. Ihe coxiit 
held thai3^A'Bdedrion was aTbittary and capacious beoause 'tcjbe FDA mistakenly 
thoufihtltBfilfbound by our decisions in TavflJ and Tcvcll"* Tevoi?/, 2006 O.S,/ifp. 
LEXIS £384^ at •12. h the court's ^cw, thoTw /and rewrJ/dccisionshad been 
decided purely on procedural grouDds and *'Jeft the final decisiorf* of stetutoiy 
inteipretatfon to FC A. M at *9. ' . 
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H)A has therefore undettakeQ to iDteipret the sletute in Ught of (bo 7eva 77i 
court's direction '"to bring Us Bxpedenco and'expertise lo bear in light of con^eSng 
iQlcTftSts at stikt* tnd make a leasoDibl^ poh'cy choioe." Id at *13 (quoHngPDKias., 
Inc. y, Z>i&f , 3fi2 ?3d 7B5, ?97-9>8 Q>,a Or. 200^1}). As ejqildned in greater dotaO 
balowi FDA ioCeiptets tbe langoage of the oouit dcdston tri^er provldoiv %e dBte of a 
dael^oa of a court . « . hoMlng'diepatEmtyhiA is Qie subject of the ccrtiflcafioA to be 
invalid or cot Infiinged," to require a court decision with an actoa) "holding" on the 
medts that the patent Is invaliii nofinfi'/nsed, or nnej^zceable. The hoidiagznttse be 
evidenced by langaage on flw fine of die court's dw^trion showing that the detemiisatioft 
of invalidity} sooinfiisgemen^ orunen&rcei^iri^ bas beaaroadeby the oourt. TDA*s 
^penicncc in making court decision tiigger deterniinationfi beais qui the diiScnlty in 
imptementu^a broads, estoppel-based slandaid that rutuices the agRncyio evalnate 
whether &e patentee » estopped from suing fti infiingement. PDA's '^oldfag^n-lhe- 
TAerits" inferpietaiion adheiea el^^ tie the language of &e statute; and ivfll provide a 
bright line fliai U more saaDy 4ditunisErabl6 by TDA and that will enable bidustiy to jnake 
appropriate bu^ness jilanning decisions. 

ApplyingH>A'5 intupretation to fte frets of this case, PDA has determined that 
the Tuly 23, 2004, AppCex-Brislol dismissal does uot conalitute a court decision tcigger of 
, 130-day exchisivi^ fcrprava^tatin because (bare Is no language on the &ce of die 
dismissal evlden^g that the court hdd on fte m^ts that ai^ of the eul^eoi: patents were 
tat^aBdf not Minged, or unenforceable. 

L Statctoiy and Procedural Background 

A 1 80-Day Bxcdu^ vity and the CounDecision Trigger 

Under section 505(i)(2XAXvii}« ANDA applicants must meke one of four 
certifications (ctunnionly refened to by the fonrsub-pazagraxihs ofseodon 
^050)(9(A}CvI[) estabMfng them) lo eertsia patentSi clainuiig the drug or s use of the 
drug fbrKrhicb the A>DA applicant is see)dng epproval. The cer^caUons are: a • 
^aiagr^ r* perfifieation that patent inibiniadon h&s not been iiled; e "pszagraph IT 
OATtijScadon that the patent has expired; a "paragraph in^ certificatian of Ae date the 
patent wiA expba; or a "paragraph IV*' certifioatioo that the patent is invab*d, not 
in£ia^,ornoteDfbt«e^le. 21 CJPJt§3i4.!HCaX12Xi)(AX 

Apangraph 1 or Q certification hdicatea that the applicant believes that die 
patent dees not bar immediate approval of the ANDA. Aj)aragniph m certiiication 
indicates that tlie apptioant is nof chalUngbig the validly or appjieaftnlify of the patent 
and that the applicant Is seeking ANDA approval only after the patent expires. A 
paragraph JV cordficatlon Indicaies diat the AHDA applicant disputes ttie applicability or 
vah'dity of that patent 

• * 

a 

An Al^A applicant znakmg aparagraph IV certificafioQ must provide notice to 
the new drug apph'catlcn (NDA) holder and patent ownerstabng that the AMDA )ias becnf 
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filed «nd desoribing wfay Oie putoitn invelufi will notbe h&ingcdi. orte uneD&toeable. 
21 a8.C. § 355d)(2)(B}; 21 OFX S 3l4,94(a)(I2)aXA}. Bb ttotice provides tboNDA 
holder and pateot owner fte Qjvportimity to bring suit fot patfint infiin^ment prior to 
FDA's gmnti&g marketing i^^vAl ix the ANDA Ippliosnfs ptoducL h, certala oises, 
if the ra)A boUitf Of jmtent owner sues Uie AKDA applicant for pateiU Infiiagemeoi 
«3d)ia 45 day of »£&rpi of Ae wtlce, H)A tvrastsuy approval of Ae AMDX fiv 30 
[non&a(2lUS.C. § 355C)(S)(B}[U{^ TlieFDCApzovideslbatBn ANDAappUcant • 
carmot iirifig m ao^on Sxs deduatoiy judgment unless Siic 45-day penod ias expned, 
mber d» IWAImldcr nor tl» paieofc owno- has sued tbe AKDA applican 
iaj&gsttMm beSne die expiration of that periods and| as appJioASi^ the ANDA a^Ioane 
has oflhcd thtse parties coididentiBl access to Its i^iication for the purpose of 
detenfiihing whether to brlnig a patent la&ingemeat soK. 2) U^.C. § 3S50)(5)(CXi) 
(2005). 

Seotkm 505(JXS)(B)@v) of fte Ai>c govems KDA^s IfiO-day exclusivity 
deicaninatioas. The statute provides IBO days of aadcetfng «cehi^[^ as an additional 
incentivB and reward to Ibe first ANDA appBcaot to exposeitself to the xidc of beingsued 
for in&'ngiaga patentOatis thesuidect of dieparsgci^h IV cerfifioation- It does so by 
deUyingapprcm] of finb$equeiit AS^AscontahunglaterparagraphlV oballengesto the 
paiteac until tht e^Q^iratloa of ISO days s&er a tri^e^ event The applicable version of 
the stahite reads as foUows; 

If dae application contaios a cerdSeBtioa descdbed in subolause tV of paragraph 
(D^OCAXvlO and is for a drug Ibr which a previout application has been 
subnJtled undet* this Gubseodoa [coniahung}' suoh a oecttfitoatior^, (ht appUcaiion 
shall be made eSbodve not earlier than omhmidied and ei^y days after- 

(0 (he dale the Seorelaiy receives notice from the fltppticaat uAder 

the previous appn«aticn of first ooouneicia! mariceting of dia 
drug under the ptevioos apidication^ or 

dQ iKedateofadaeinonofacoaxtinaA action desedbedin clause 

<ii) holding the patent which is &e subject of U)e certitioat^on 
to be invaUd ornotinfiinged, . 

whichever is eariiMT, 

21 U.S.a S ^SSG)[S)(S)Qv) ^m)} Under thisprovidon, cithef of two events can 



Coufo nylawliig the sbaiie hiva eDnvnented (hn Bm ward "wti^w^* leHectt a lypogiaphieil ener 
ud should bs *^«talning,*^ ^9e, eg-, fiia^HG fAorm. Cdl «l Fiitdmnn, 162 FJ4 3201| 12(0 ft3 (D.C. 
Clr. 1998); 4/ova PJmrm. Cff^ v. Sholf/b^ 140 VM lOfiO, 10^4 ii3 p.C Cfr. 1998). 

1 Coqsre&t^mvodcdil U^.C§3SjQ)inhtA2003. SctTlwAGgeutoAftbnlibls^hinRBBDaHeiili 
pcovblpns ortha Medicare PieserSpllQa Dnig, fByroventtni, lAd Modemizi^on Acl of 20(^3^ Poh. t, >Ib. 
108.(73, 117 Sut 206£ (Dec K, 200^ C^MA'). Iht tc^orl^ oT the imendtmtr pertaliOos n 180^ 
exdittjvity dft net ipply id the ncoEuslvUy deicmtdotiians ki Hn ptwisniia ANXXM bwvese the sidiest 
ANOk ooDtehihisa tfarsaxiphlV csrtiricatlon wai nibmlrcMi bi»» (K^Deeeniber 9; 2O03, MB&lm&ntdiic 
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trigger tbe stort of tb6 oxchuLvity peik^: (1) &o oraomercsa] maiikeiuig of tho drug 
piodact as setibrth in siibpara^ph (I),- or (^ an applfeablo oomt decision » sot forOi in 
subp&ragrepli (IQ. Subp«sgnipli (H) & commooly refecred to as the "^uit decSdon 
Uiggcr." 

By cegulatioD} £DA has loiig Inleiprdtcd tfao court dedaon trigger to be satisSod 
not only by a dcdalon of a court holding the patent Invalid or not inftSngad| 4?uc also by a 
deoi^OA holding &e patent uneii{orcea\)lc 21 CJJL } 3t4*107{c3(l)(i0. In fine 
preamUo (o {ho 1994 Anal rule uqiletnenting ttioDrug Price CoxopefitSoA and Fatfint 
Terra Eosb^ivtion Aetof 19it4 fl^tahAVqcmaQ Amoidmaits" to tbfiFDCA), tho ageiusy 
explajned Iharral^FeDces h section 505 topatenr invalidity snd nonin&ingementsbould 
be inteiprated to embrace ituenSsroeabdK^ so as R> be eonH^ent vnUx Congress" obvious 
intent h aJlouiog patcat diafleog^ under section 50%" and to evdd sbsard lesuUs. 59 
Ffid. Bag; at 50^9 (citing/f«^ v. DantttryPhannaca!, ih&, 694 F. Snpp. i (D, JDel. 
1988), i^lTd. 873 F^d 1418 (Fted. Or. 1989)). 

^ The fffivz Cases 

In the T^evsB oases, RDAwas asked to detemdne Aether the dismissal of a 
declar&toiy judgment acden for laok of subject matter jnrisdictlen In apatent case 
betvireca Teva and Syntcx GCos^tad a court deoisibQ trigger of exciusivi^^r ^ 
(tbeaTocphamO^Qis^S^cIopidine. Tbraf. 182 FJid at 1005-07. FDA detennlncd 
Qua &e TevfrSyntex disitdjssQ was not a ''deoi£ioa of a coinf * or a "Iwid!:^ 
by &e stacoce, M On appeal, ttieD*C. Circuit coachided Uiet FDA's determination that 
there had besn no court dedsioA trigger ms axUtraryan) capridoua. /(f. at 1 00740. 
The court remanded to tfieagency&r an ocplanatloa o( HKer o/fo^ xtfhy FDA dfdnof 
reco^uze thai a dismissal based on lepcesentations Khat estopped 6m patentee ton suing 
{or infiingemort constituted acout decision trigger, fd 

On remandi FDA attemptad'to tsxplainitfi deciaion^ bui ftie distdot court, Mge 
KoUaiHSotef lyt z^*ected the agency's explanation. Teva Pbams, VSA,'Inc. v. FDA^ No. 
99^, 1999TLS.DisUUKIS 14,575 bI«22^3 (Aug. 19, 199^ nheFSAts bound by 
the Couzt oTApp&als' delecmiaalion &at thepmpose of thecourt decision trigger Is to 
ensure diat thepatBotholdcxis estopped fiom suing &e AHDA aj^licamO, TheOX^ 
Circuit a£Gnn0d the district coun*a deobion in an tn^obifshed docisicm atatiftg Aat T&r 
the reasons dted ... in Te^J and by cheDistrict Courtr Qie jodgcnent of t|ie agency fiJls 
&r want of reasoned dedsfoa-msMng." 7tw J7, 20D0 U,S. App. IHXIS 38,657, at *d. . 
FoUoii^ &e Tivaff decision, FDA has believed that it was bound to £^Iy an estoppel- 
based standard Vi^en making court decision bigger detenidnations, and initialJy <y>plied 
this standard wiSi respect tor (he pravastatin produolc at issuehere. 



ftfth^^^MA. 3'eeAf. f tlOZOOCQ* ThaMMA.daei.bowcv«i;ijipfy to the CDun decision ^a« 
detent^ittoa ai bnieiMoftissli defines b *^deeli{»nofacoiut"»saflmljadaoi6iit|Himwj3{chao 
appeitcanb«OTbubo&&(itkeii, £ieMMA§ llt2(b)(3}(dsilQiiia''dfcea<)0Bofi couif ibrdrusiibr 
«thlchip9ninpbtVconificufon^KsiUpdberD/«eaictRicn(ofcbftAIM^ 
Irita^ttns court deeUtoa ae of ihs dole pr«iueteieiu, Docvn^ 8, 2003}, 

4 
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G^ FDA'ff Jun»28, 200$ Dtokhn . 

Bristol U the holder of an tpproved MDA 194$B forpravssta^ sodium tablolcf, 
'wUidi It macteU ludw &o biaad-Dono FznvaehoL ^ivtsbol is ^proved for tfa^ piirotiy 
«r{dse(mda£y{Utvea}tSoziofGoroRaiyevettU6amt^ Bristol 

listed four idst^anl patoots in the Oiange Boole with mpeci: to Jti dmg: U.S. ?axeat Nos. 
4,346^7 ("tho '227 patent; 5.030,447 ^tho '447 patone*^ 5,180^89 C^ *S89 
patent^; bzkI 5.<S22,985 C&e '985pataiin> Several AKDA applicant^ SiMloding J^otffn^ 
End Tevi^ h&va subiaiCtcd A^Aa coatdniog paragupb 1^ oertlScadoAs to the '447| 
*589j and '985 patonb, The 727 patcistand ifspedS^frifrBXeloaivsfyoqpurei (»i April 7B, 
20M.' Axyt^pllca&t dial has submiUed apaTagraphlEGRUficttdoii la the *227paioat is 
fims |»v^iuied ftom madcpting the drog atteast nn^ that date. 

Apolex nodCadBristol of its paragrtqihlV certificadons to fte '447, *J89, and 
"985 pstaiCa^ butBrlsud declm«d to sue Apotex fta uifdogemez^ Apotex dicn sued 
Bxialol In theUinted States District Gooit fbr the Sou&era Di^ct of Now Yoric {^tex 
/AC. V. Sriit&l-hfyers Squibb Co. CtQo.*04 CV2922)) for declafatoiy Judgment of norw 
iQ&iDgemenl3nd/i»rinvaHdJt/of those patcDts, Tbeca$e was dismisaed by a stipulation 
lod Oder issoed on July 23| 2004 * 

^ Ihe order recited that Bristol hed 'Vqievledly ispresented and assured Aj^oiex. 
eha^noiwiihstafi^og any disagresnoDton fiuk scope orintozprebtlon of the olalms of &e 
'447, '965, and '589 pateois^ it had no ^tendon to bring suit agdnst Apotoic for 
xsfiinseinoQt" Apotex sl^ptilaied Co dtsmissa] ^^ case for liok of sut^eoc matter 
judsdictioA based on those V^-CompIti&Ciepresratationsi*' Both parlies dgoed the 
stipulation and order* which fte couct andoised as "so oideced." 

■ 

By letter dated September?, 2004^ Apotex rei^aested a detennination fiom FZ>A 
that to July 23» 200) stipulated order dWssbg Apotex^ declajatoiy judgcaent BfilioD 
eofistiti^ed » *V!ecislon of a couif * under section 505GK^)(iv!)CK0 Oust txiggertd any 
18a-day skojusfvitylbrpiavastatin. £iviewofihe rffyaoasBS» IDA bdioved Itself 
obliged to tpft^ an fi5(oppel<4aGed suundaid hi determining v^iethsr the Jujy 23j 2004 
Older qoaiified as a ocuet deaden trigger, k its June 28j 2005 dedaidn, &e agency 
deterstdned &atBnstol'e assurances to Apotex dutt it would joot sue &riafib^geinent 
estopped Biistol fipm suing ^tex fbr inMngeroeut Thusi under the estoppd-tescd 
standard FDA believed l^ver /aandaied, fDA ibuod that the dismissal quab'Sed as a 
ooutt deoIsioA under section 5050'}(5}{B)GvXQ. iriggering the runnhg of 180«day 
exoliisiTityibr d\ft '447, '589, and '985 patents. 



' Ffdittrie exsliisivily U 'wltaM u m inGSQtlvB to speiuon to eofidb&t aod lubnat to FDA tlvdtcs 
refwstetl by Kh&iseocyenlheiuoordiMBFlnvedliiriepQpiilatifins. 7ci(«siX-iB0aibeK0h»ivI;/iJuC 
Anic^niikyU(Mpatari(er«X6ltf9HvlDrdio4n«stiidied. 2iV^C}Wi. 
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D. TtyaJH 

On July 26, 20O5, Teva sued FDAi arguing that ^A'« June 28, 2005 dtdmn 
wu based entire agfiiic/seizQfleouff belief tfailftpo/«id TlmtJfreqD 
apply mefiieppel'iasedsiaiidBjd. AltenaatlvelyiT^ argued QuteveaiftheTlr^ 
decldionj! did hnpo:^ an e5toppti-l)Bsed stao^a^ for the court ctedsioB trigger, Bnstol^a 
assutaaees to Apotex were bi$ufBo!fiat to efibct a con^te estof;^. Tern addilionaOy 
argued that (he disQ)}5sal liid beta mde effixUfe sot by Ae c^ 
vnderf ed^ Stele of Civil Proeedun 41(a)(l)0ii)> ^ bs aucjb laoked ia£E<Q'ent judioiaL 
iDvoIvementto eoQstiiutea''decS^on"ora''faoldiBgf*of&eeourt. 

^e dislzkt cowt agreed wift Teva itfic div dinnim} had been inade eff^ 
mder Rale 41(a)Cl)00 and ladcad SMiSinent 'Judicial impnmatiu^ to constitute a court 
deoisiDA facigger (^ ItO-day exoiuaivify. TB^a Phams, USA, Jno. k FDA^ 398 F. Supp* 2d 
176» 190 p IXC 2005) (Bates. I). TEui court slated, however, (hat Bdst6l*s atatemeofs 
to ApotcTc weie snfSdent to preclude firUtol fiem auing for indSingeaienti eoaokdiPS 
that t$>^fi case &aa eiobodias tbe peouSet Qbottiustaoce in xv^oSi the words of £Bn^ 
ate precludv^ but tiaey aienotpart of a 'decirien* or 'holding' within Uiejneaidng of the 
Hatob*\V^cnun Aet'* JSi at 192 s.& The district coua^ not zeadi the quesdoa of 
whether Jhva /and T^vaiJhad established a substantive niie binding upon FDA.- 

' On appeal. Ifae D.C. Cbouie datecrained that "[t]he TDK mistakenly thoughtiteeSf 
bound by ottT'dacisbn in r«va/ai^r«ya/7,*'aod held 0iai'Xt]hiaaiForrendeis[tiie 
ageeoy'a] deoition ttcbStrfiiy and eajadeioua," TbvaiZir, 2O0dU.S. App. IBXIS 6384 at - 
''12*. 11^ coun esqdained thatkhad never established arcq^emectf to apply the estoppel 
s(andaid as an bteipretadoaofthe court deolsloo trigger. ^it*8^10. Rather, Time J7/ 
held diat Ttfva 7bad simply Smnd ?DA*a reasoning h^equue ibr die reason; discussed 
in dtat decision. Id. at *9; $h abh section IL An o|/?a, Gondtidtng fliat *TDA sUIi has 
not ass^yeied the questions put toil >y the ravo/couct," M at *I3 n.5, the court vacated 
the district ce^a Judgment and directed the district coiot to iv^ 
intttprot ^e court deepen tngg^ prcvisioo te view of the agency's own fxpt(6t» and 
sppropriale poGoy centiden&oas. Jd. at '*'13, 

H ?DA*s lotecpFetatlon of the CounT^K^ion'MggerTtovlsioA 

Jh aocontance with Hie 7ava iZT court's detennination that H}A h not bound to 
apply the estoppel-based standard discussed in Tewl^ JRDA has brought its experience to 
bear aod now makes an indapendentinteiine&idcnordiestahite. HtA has determined 
that Mis most appropriate to teteipret Hie statute coosUtently wldi its plain language. 
Thus, the aeoney is Interpretbg the court decisioo ttigger provision to requfav a dtdsion 
of a cenr/ thaton 1(3 faooeWdeooes aAofdIngon tbemcrita thax apatent Is bivalid, nc^c 
InAingcd, or unenArceable. This interpreieUon fbllows most readily fiom the staWtOxy 
lang^e and ifDA's longstanding regulation inctudnsg unen&rceabai^ as a separate 
basis ibr aoourt decision trigger. 21 UJ.C § ^550(^;^XIO f'tho date of a dSse^nfoff 
of a coktx . . « holding tho patentwhioh Is the sulject of the certtficstlon to be iovaiid or 
uotinmnged'^Cemphasis added); ^ffo/so 21 CJJL §314.107(c>(lKJ$}CTheeIaieora 
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d&dgion of Qso court hal^gtkirilBviuiiptUMt invalid, imsn/oresabh, or not 
infiingetV't (empbfifies added).* 

A "bolding" is genuBlly deSted to mem "[a] ooun*5 de{6nniiuiil<»i of anattBr of 
law pivotal to Its decision; apdndplednw tmi sitth a de^siOD." jB]aGk*fi Law 
DiotlonTzy at 737 (7(h ed. 199^ Th« stabOa's expttifiieqnirenieia of a "holding* Ihat 
a>6pa1rat is ^Invalid" or "aoC infrmgecP indicates fhn ^e cotsttmost^cesolvfrttta Issuea 
of javaMty» notdofiingfimeat ttA unonfijiceMlty ^utsaant ta H)A'*b lesulat!^ on 
tbo modts. ia^ id. at 1003 (ddSnisg '^erit^' as re&mng to "[t]lie dknenis ^ grounds 
of L olvkA or de&nse; &o aUbstanSve oot^^devatlona to bo taken Into aeaount in dadding 
a case^ as oppo^d to oclxaneoaa or tedfanical pohiCs, esp. of j^oceduro^ Uiidor Uie 
agcBoy'a iateipretalioD, in t!ie court de^ioft tciggcr context, t£uft holding rojoa be 
evidenced by a statonent on flie &oe of the court's deddon demoofilraiiD^ tiiatthe court 
baa made a oetenninadon on the raerita of patent ]nvdjdity» iioi^&ingmenl, or 
nnenforceabili^. 

A. FDA^e Response to Tevu I 

In reaching ibb intecprttaiSoDt FPA Jsmind&l of the 2ba /coucf s crin'cisn) of 
(he agency's onglnal po&itioni as \ve}I as Hit Tew iZ?couit*5 view tiiat FDA baa oevor 
adequately addiessed Ihat cdticism, 7DA addressea ihe apecJSc isaaos raised in Teva I 

bdow.' 

■ 

1. - • roA'elnteqpzeUtioniaCondsientvdlhthePQrpojeof IheSiatiite 
and WillFrmotelndastiy Certab^y and Administrative 
WodcBb]% 

roAaebowledgescbereva/court'sdiscuasionofbroaderdeffnitionsof 
*'dfidsfon''and'%o]d)n^aspoiratiaUyineladingdi«oi»S3laflri[ttprec[^^ Tsm 

/,l82FJdat 1008. However, QieTimZO'oowthaadetonnniedtfaatrntt/'jr^acussloQ 
Is not toding up^ tbs ageoey, Tim IIT, 200d U.S. App. LBfOS 6384, At *12. . 

fevft J fiutber suggested tiiat estoj^ri was a relevant conHdonttSon ftr the court 
dedsjontdggerbecmiae a dif&iooi view would allow the patent hoSde^ to manipulate the 
system and Mty genedo eon^edtlon by Ming thatit would not en&rce its pa(cat Teva 
I l82F*3datlOQ9. That result, In the coiot^s view, would be oonttmy to the puzposc of 
the£tatul&-7£ FDA does not belifiveitowevn*, thatansTrowor, texlua]]y-ba^ 
approach iaeonbvy to the purpose of Kbo statute. IJieooutt decision tri^erpro^^sion 
axptessiyiceetuLrea adedsionofacouxiboldtAgin favorof £ha ANDA appUeanL The 



^ Tim IKC Ctmril bis Cbund thst Ihe cowl decUton r;is|Gr pmvisaoa Is sr&1(uoui Ar 7kt>a f, ISZ F.M 

at 1007-^8 (Mtins Uat tha tcnnv '^ftldlsj" and 'decision** «i« nl^t lo inteipTCiBUoi^; lee akv Ttva HI, 

)006 U.S:. Ap9. I^XIS dia^ Ai * tZ (asaufni(i£» fai iccoidBACt vv^ 

to di3 «jcifini duu &«» it uabii^iiiy In ai^ «ru» niRtti ctteh ai "dteliJon," "faoldloi,'' '^avsifd," ''net 

toidtisadr *ad [by i9B»)stiaa] "uniaftncaMC ^A'j Intsiprstttloo Is pemiisslbla and bowi mom c9osa|y 

to Ihe laaeusae of the taulo Am tha eitopptVbascd ippraach that tha astocy beKeved «ib coffipollod by 

TAtt/iadTdwiX 
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356110/8 "i30tdin£*on«tbfr<meiits" standard mty pcovldea oiore limited trigger tim tn 
estoppd-^ased «Nndad, bist U is Coj^press its^tbac ohose to Impose the requkements of 
4 ^'decisioa of a comff and « 'WdJng " The eslO{^ftl-bu»d standudf by ooi^nst, tes tho 
anomalous result of sabstitutixtglbt agono/s siibsequeot datoaniflatioa of pvaolusive 
efibfit &r A coiixf s Ixildtng on Ae mKtts, 

ElseMi«rB,thaD.O. ClrcaHhisrecogr^^cdtl^allhcncdnsivUyproyi^onrefie^ 
aCftniresslenalbalNiciilsafcozi^etlngpolioygoals. Set few Pharmacitutiiai Indus, v, 
FDA, 410 73^ Si^ 5A p.C Or. 2005). "^cosusft tbe balance strndc . « /is 
quinte&sentiaUy a natter ibr legislative juds^t," the inle^pretadon should "^attend 
o(osdy to ftfl temts b wUoh Congress eatprsssed diat Judgraant,*' idl FDA believes diat 
Uis appropitete to q^IyOienost fulally supportable Inteprotadoa of ^estat^ 
langoaje tQ.g*fve efi^ m Congress's purpose ibr the oourt dedsion trigger provision, end 
tha( ootUng less dm a coun deddon with % holding on ttw merfts of the paleicit claims 
diould quali^ as a court'decision trigger, Ihe estropel^wsed ^pnaob, by cenbast, 
reodea Ae terms "dedsion," *lohlin&" and "invaUd ornotlnfiingeir superSuoos, in 
contravenfionofacceptad canons of slatulMyoonsfirootioiL See^e.^ Bodies v. tMited 
Stales, 5l£ XX5. 137t 14d (1995) (superseded by statute on other gcoumls) C*We assume * 
that Congress used IQieJ t^nma because It intended eaft tenn to have aparticular. 
zmnsi^erfitious meaiing.*). Meed, ptt-TevaJ, die DjC. Ciicait suggested tfatt (proper 
Jntefpretadon of the court decisjon trigger should i^ substantive eiJect to Ae leans that 
Congress chosA SeiPurepacPhmn, Csi y,FHtdmm, 362 K3d 1201, 1205 ltd {D.C. 
Cir. 1 998} C*Suppoae ftrther that a Stst applicaot is sued but that the suit does 1^ 
uia Judical dcdsioD finding thepatentnotinfiinged orinvidid, ao &at thejodieia] 
deddon trigger In § 3550X^)(Iv} is notaedvated. This eouid h^pco i%, &r instance, 
the Slut is dropped or setdedJO* 

Ftirdier, the law on estoppel lelevant iatbecouit decirion trigger ooateact is not 
wel} developed. In Saeti the Federal CircuSs Iten to v^lcl^ lheD.C. Qxcdt looSced in Tvw 
/to <^lennine whefter a partioular representation lias esh^pel efEbot generally addresses 
>»heQier ttiereis suMdeiireasofisble appehensloa of suit to support "a deoleiatoiy 
' judfiraent action^ and aol| as in the Tda I court's i&^ryj whether the patentee is 
Ultijtiat^y estppped from suing ix inftingement.' In 4hdit, appl^g dio estoppe] 
etsjidexd artSoalaled by &e Tew /court would often tequireFDA to resolvo ftctiially 
iateusive questions with little guidance frons d\e coorts on bow to apply the Acts to the 
law. 

Estoppel can be raised In dif&renl comexi)^ and ttje agenoy tbiesaes that an 
estoppel<^8sed approach oould require FDA to mate detenninatfona based M a host of 
iiaoiors regarding whether a patentee nu\y bs equitably estopped tron suing a particuJar 
AKDA flppUcant See, a.g^ ^C Aukemon Co, k AXw Chaldes Comlt. Ca, 9raF.2d 
1020| I02S (Fed. On 1992) (en banc) (noting Mors rele^mnt to equitable estoppel: 



* Su Tmf, ISlFJdsl JO0^0r {fGiHo^SvptfSaekJ^s. Carp, r ChpsfPeekd$lngQfrpL,Stf:^^ 1QS4, 
1059 CFel Cir. \99Si) ^droAies 0>fp, v. H.B, Mw- Cb^ m 7M ^l, ti3d^8 (Fed. Clt 1 ^91); and 
flnffRuoanht U' v. Baroi^m, J41 PJi M79. M83-a< (Fed. Or W8)). 
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, (I)inifiloidlngooiidootby tbeoi^eotaoindioftliDgthat kwill not lihfoToo its patent; 
(2) rdistnfi« by &e tlU^ Jnfitoger; nnd Q) mmdti pn^udioe to the aHegcd infnn^er.if 
Ao patentea is allowed to pxoceed ^th tis dBicn). Suoh deteniunatsonB sre oit^n quils 
subjective^ dependent oa aa Mnite v»ie^of &ctua] contexci, and pnyvide scant bisis 
forpcedictabiUty to Uiar^fotcd indtistry. 
* 

h addition, && ^toppd'^ased zfpAz^ bas bem dSflloult to apply and has kd to 
uncertainly. Bxp^eoca has shown, 6r exsmple« Qiat declaraicNry judjpnent actioia may 
be diami$Md&ravailoty of raasoasi notaU of vittohootu)6in raprasat^ 
predttfiive t&ti thai can then serve u a pioxy It^ a iindin^of estoppeL &9, Ag., Twa 
Pharm. t^A, be h fifii^s M, 39S fJd 13H i333 (Fed, Cir.)s M^t. ^«a/etf, 126 S. 
Ct. 473 (ZOOS) (diamififiiDfi deolantoiy Judfcaent acdon fbc laok of aubject matiar 
juriadicliDn desmte the patentee's rsfiual to piovide assurapce Oiatit wouhJ iiotsue). 
Indeed, r^iti /and r^vaXi; Bs well as tbe instant pravastatin case, demon^^ 
difficulty of app^s an estoppcil^ased standard thatxequixes ihe asenoy to evsjnate the 
undedjringieasonfi br a dismissal — and Sie veiy low l&elihood of ioduatcy certainty 
nndar audi a standard.^ 

FOAls Ol«eqtdppedto m^e fact-based detuxninadons concarsing whether 
certain sta£»maiUfi or actions of a cobipat^ In liti^Gon (o which FDA, is not a party nay 
estop tliat conipany ftom enfiudng its patent BDA's inteipretation of the ooiut decision 
tnssar provision as leqnlring abokUag on fte nertts wiD enable be ago^ 
face of the couxf a decbion to deteoatine wbeth^ thae has been a holding Sial a patsnt is 
invaUdjOotinfringedjertmenlbxceabte. A$7bva/Bnd*faya/rdetno!nstratQ|flnestopp6!- 
based ^proaob bexorabJy jpawpa sabseqoem fitigations coACcming H3A's estoppel 
detcnabatlODS*^ lltigationa diet can be avoided under a clearer, textually-besed 
standard. 

2. fDA'e int^pretatita is Consistent with its R^alion, vrhicb 

bclades ITnenfoTcaabilify as a S eparate Basis (br a Coutt I>eds{oa 

'nigger 

Hie T«va7 court requested tliat TO A explain how TDA's deoi^n that &e Tbva^ 
Synt«c dismissal was not a court decision trigger iv as consistent vritt) H)A' » reflation 
iticIudingvnenibrceabiJi^M a basis fiir the couttdedsibn trigger. /4f.aflDD9«10. Teval 
suggested thelHUA'spodtioa was "absuni'' because H)A's regulation Included 
unenfoxeeabiU^, but FDA refiised to acScnonrledge a dismissal that bad the apparent 
effect of unenforeeabillfy as a conrt deotslon trigger. Id, 



' 2a Qio p^atttiiii cite, ftr ekunple, Ibe 4UlM wut igfead wkfa n>A thuBtlstoI wu utopped Aoai 
suiDS Apoisx ibr kiftingeiaiiil^ but for A/&fe&CTeaso:is« Compart Ttva^ 398P. Sopp. 2atl 192 md 
(Godifta piectoatea bisid oo Brfstd'i r^preieqUlSeAt btvins VBvent[id] »i\y tMsensble ippf«bendoa 
Eram arislog"); wlUt PDA's JoM 28.1005 Utnr M 4 (ftidws pr««hx&iDRbued oa Brisiei'a idpaatad 
Usunneci diutthvd M Ipionitcn iq sue Apafex forinlHiiaprMnO. 
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FDA's reguIedoiL iiueipietlDs the court deciaon tdeger Blotu thai tte trigger 
occurs on; ''[Qhe date of a decidoo ofthe cotnf holding Ae relevant patent invaUd, 
upen&Kceikb^ornQtinfnnged;* 21 CJ,IL§ 314.107^X1)- PDA's inolu^on of 
"onfiaftrceablo^' id its regulatioa aervea the saluUiy pupose of oicourepngpatent 
oballengea based on wenCbTCeabflity. &0 59 Fed. Reg. at 50^39, The regulation, 
oonststentwifli (he statute^ e3ipre5siyrequKsth8llhciebeaoourtUdeelsJoa"aad a 
^holding" of iuien&xcevt>ility, 

JDA does not believe that a patenteo^a statanents ooacetEiJlAg \{& intetitLone m t6 
eoforce & patsa^ svoa If reflected in tfaodistousal^ eonsfitute a eoisft'a "dcclaioji . . , 
"holdiiigf' apBteat imeolbiceable. As sxplainod in section UA.!^ ^ta, FDA rejects an 
estoppel-based xDtarptetatioii of the atatuta baae^i on a patentes'a r^reseataiions. As 
notedt a dedaiatory judgment aotion ean be distolssad Sst a vad&ty of reascnis, and such a 
dlsmbsal osnnot imilbnaly save aaaproxy fbr adetemioadon of preciudva ^ect 
Bveft if a patmtee's lepresentationa have fte a^anni eSbct of renderiag a patent 
imenforceablo vis-i<^vis aparticular ANOA applfcaQ^ in the ageoc/a view, a hot^g of 
\menfbreeabilily most ttKuIi fiom 9- cerff^ VcDnsidttadoi^ oftbat issue oil texneitts, 
TaCfaerthanFjQf^';frevahkation ofthe effect of^patfintaa'a statement Iha estoppel-based . 
appiosch turn; ihe statotoiy iengoaga on its hBid, t^ compelling J^ 
oourti as the statdte aeemfngly requites — to ^^ve|y make a ''decision" and a 
"hoidiitf'ofuneQAmabaity. SncSipatBAt-rebteddecisiQnsarftnoCwitUixthoagency^s 
expetdsaiiitordoesttieaiaiut^TeqabaFDAtonaka&osedaeisionGp FDA'aatatutoiyand 
regulalQzy intecpntatiQn is not '^suid" becaufe it is naanwer 0ian the esto^cl-based 
staadaid, llo^ttxcysbitttptetatictng^vesMcfKcttoeeabmrdaf^^ 
regulation snd i^ provide greater e«5dn^ than the es^appel-based sboidanl. ' 

3. FDA'aDiteiprelAtionisConsi5te33t.ivi&theia>A'5 ISO-day 
ExclusMlyGuidsnce and the (JroKUfec Decision 

Tbtt 7 also concluded that FDAhadnotattequateJy explained Its position on Qie 
TevfrSyntex dtsmiasal with regard to (a) H>A'a 'V:asfr.l)y-8a5e'' ifiproa^ to exdasiWfy 
set ftctii In a gaidanecdoeumeDtt i^Muy OnmicDmg&a^sivlty wiiiriheffQiGh' 
WexmmAmtnOaimits to iheJ^^ieralFo^ Drag, mdC^mg^Ad {Jane 199B) (180^ 
^y eoccj»5ivIty guidaoee){ or (b) why the agency lecogn^ a gnnt of partial snmmaiy 
Judgment of noninfiingemeni based on apatent holder's admission as a covrt dedston 
ti^gger In Grtma^Q. be v. Skakla, 139 P3d B89, 1998 WL 153410 (4A Or. Apr. 3, 
1998) (nnpu^Ilshed opinion), but did noi consider iheTeva-Syntex dismissal for lade of 
soluecCmatrarjuiisdlcdon aeoprt decision trigger even thou^ittoo arose ikom 
statements n^e by the Innovator, Id, ai 1010*1 1. 

The tegulatozy landscs^a has dianged dnimsiioiny since FDA's oiigina! 
detennlnation that thpTeva^Syntex dlsoussal did not-oonsttcute acourt dedaion trigger. 
At that timOp KDA was undertaking mlcmsking and reguiafing Arecdy ftom &e statute in 
the interim, using * "oass-by-oase" appioa^ to make its exclusivity deterouoationJ. Jw 
ISO-day exchinvitygi»d>nco. ravo/sugsestedthatlODA had Sdled to adoptany 
pactii^inUiqitQtfitionaftbe statute, find also had not "^Udeld}^ the eommStmoitsn 



.10 



Case 1 :06-cv-01890-RMC Document ^4-^^u\b^i\%S\\^e^6WS^&^oifmk^&Mon 



NOV. 3.2006 3:30PM CDER/06D/iO 



NO. 138? P. 17 



nadft in Hit 'Gindanoe &rlDdusliy' u to how it wpidd proceed untQ t new niletneking 
vyttcon^ileted." Id, 

m 
« 

GQg^wtioii&iit a dismissal forlaokofJorisdicUonlissttion alftdc<^CB36 0rcoiitroversy 
should constitute a to\irtdeclsaui tiigger. lflO«Diy GesedcDnagBxdtoivi^io 
Abbreviated New Srug AppUu^ns, 64 7«d. Reg. 42,873. 42.S81 (Aug. 6, 1599} 
^ropose^nda). JUtot &eagtt«^pn)p(»ad a]8D*day"lti££exifigperio4i*' during 
whJ^ Sw WOuFd liave to be cHhor a ficraiaiblB oouit dadsiffls or ecsnmeidfil Aaidbt3&£ 
oftbodrug. J'd«c42.S77. IfseltberoftfaoseevfintaoacuiTBd|Cbe&5tA>a>Ai^licact 
would lose its eli^biS^fiarexdufiiviQr. /if. IiJndccQ}a"kriggeriDg period" appvoa^ 
suhaecKaent applicants would itot ba blodced ituiafioK^y fiom approval, and would thos 
pceninuibly have no aacd to sack to txigger axcJush'lty by bdo^ng de^^ 
aodons aod tker«ifay rezdng dba znjvlad ksws that aiQso jn ^ 7;n« Jitlgeliona. A/, at 
42,881, 

FDA witbdrow'tiut proposed rule in 2002i however, in part due lo hfi belief &at 
tjie Jfmr'holdingwaa diireetlyatoddi widi toapproaoh tto 
* Ax^ust 1Si9 propoaed mle to eeal wldi disnussBls of deolaiatozy Jud^tneoi actions." 
X^Day aenodoOiug Exclufivi^ fiur Abbievla!fid New Dnag Apolfeations', 67 Fed, 
Reg. 66.593, 66tS94 O^ov. UKttl) O^Adrawal of proposed eule) CAfieroarefol 
oondderatimioftheooRunentsQn die Axigust 1999 pxt^osedittleandmu^ ' 

dedslons afifeedng the agene/a btnpntadoA of lhepn>visloxtf of die ai^ rdating to 180- 
day exe&fiivfiy and AMPA sppiovals^ VDA his concluded that !t k ijipFOprfaie to 
wiibdnw (he August 1999 inmpoaejl nile at tl& time."*}! FoIlowl/igroA'a vdlbdr&wal of 
its proposed rale^ Congresa aubsontSblly amended fiie I80*day axdaavi^prnvldonln 
ihebA^^ S!eat)Ote2.sttpiu.FPAdetetndACdnotbQxpeoditat«sour6esca^^ 
i^ation i&Bl would be vulnerable io ehallengs if it diverged from 7Vw /and would in 
any event became Jess rdevaatb the neac&ture due Id Qnagress'ssubstaslialie^ 
of the liOnhy exolosiviiy provldon, wbiA nltanately elbttkated tha coun-decistott 
trigger piOvJsiOD (but pto^d ibr ibrfehure of exchisivlty bi oertabi circumstoceay 

NoWi however, FDA Is znd ^eodendy inlci-pretntg the a tabite id apcordsAce with 
the direction of the reitfiZ/oQua For all of the Taasona explained above, FDA'a 
mteipretadon here is &Uy cos distent with the aialutoiy lengaage wd the nttcocive 
regulatory and judiotal idstoty ooncermng die ttgenc/a ireatment of the couit deraslon 
trigger issue. 



' ItboinnoiiAgUutoTCaveQltlKieiatrigB«rfodciCttnitiv)ffrlh6hilMAIift''8«eM^ 

decree \\M mtscfi iCbial jtidEintniihiDodudcsa fuKfifis U»ttha ptlftni is Iavi1!(| orAOtlaMaeed." 21 

V.$.C i 355(p(9(^0Q)(bb}g3fi) (2005). At ax^ftined obovii, Ab K<MA va&fldmonti do »et apply to 

pnvasiatln bik^ In 03ai«peet(rf«aeia l^si^) aiidua qot at inua ta thv decision. The hm^'c 

datennbiRfioiita ipply the "boIdisaHa-the^aiulirJttaadai^ under Ilia 7rB-^MAstttu<eda«SM^ 

agftQcy vSnv as to fba propei scope ar tntaipftttdoa tf ihic (brAitur* piov^en or any oto l&riiitlun 

provbtanintliaMMA. 
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r^va/ttlso sugg«(ed lh«t th»Teva^^(ex dbminal should satisfy the oourt 
deobion bigger itquirAmeni bec^«e ii '^uppo;i{od] Bstoppd to %» ^une eKtrot as the , 
grant of partial suovoaiy judpaent at ifis^jo In Oraniaea'* Teva 7, 2 82 ?Jd at 102 1. Por 
the reafiODA explained in seot^on EA. 1» siqm^ however, fOA does not believe that the . 
court dcoidon trigger pn>vidoRahou]d ^e raterpieted io enibrsca dismissals based on 
undertyxrtg atatftmeats tbat Tiava estoppel effect tmle$$ the deetsioa ovidencea a court 
holding on Che merits of the patent ol^ms. Applying tha ^hol^ag-on-thft-nterita" 
intefpzetalios, it U dear thai OtoTeva-SyateK di^ssal was materially dis&)guishebto 
&om the deeidon at issue in QranmBe, 

The undcdying dedsioa la GramM -was a mmonodvm dcdslon by ih? court 
grantioganoUon forperdal sunusaorjedgiineiitof AdaunSingGineiirbase^ 
paj^tee^aooncesfiioDthBtthode&ndanfsptodiictdidiiotinfibgO, GIqxo,M,v. 
Boebringerhgeihelm Corp.^ Ho. 95«CV-01342 p. Cbra)> 0^ 7, I99fi) (meomi^aAdum 
decision). Xheootut's grant of svaiAUttyjttdsnenf lsble«4y ft holding on the cncnts of 
patent nonftifiingemmt as a mstter of law/ Ae Ped. IL Civ. Proo.5^c) CThe jadgment 
sougbt sbaQ be rendo^ed fbrditflft if tl^plfiadings. deposltiona^ azzsweis to 
Itttsirogatories, and admissions on £1^ togetbengirith tiie afSdavits, if any. jhow that 
dieis is no &«auha issue as to ai^ matttrid &ct and that th» moving party ]:( eiDtt 
jud^oent as a matter of lav.'O- fii oonJtrast eheTev&<Syntox oase ^waa dismisced on 
junsdictiona] grounds based cm Te^'s lack of a leasoimble eppreheasloa of stfit Su 
7>vflj; 182P3dat3004. Osee&eGouitieeogekadfhakJtladcedJurii^etinniit 
appropriately reused Io 'de(»de the medfs of the case and granted Syntex*s modon to 
dismiss. Hiusj FDA*s texttu^based bsKeiproWion is entirMy.eonsisteat widi its 
detenoioacion that dieie wa a com decision tdggerin QranulBo^ but not in dkoTava* 
Syntax esse, 

B. FDA'a IQCe2pretetjQ^is^totFadally Supportable and Is Cozmistentwidi 
bnportant^li^ Goals ofR^htctyClatilydnd Castdnty 

Tbe legislative history &r(heHfttob-Wtocmanam^meats oleadyxefleotsa 
Dongresslonal intent to expedite approva] of generic drug^ and promote con^eddon in &e 
drugxnazicvtpJacei BJLKep. No. 98-857, Ft. 1, 98ib Cong., 2d Sess. at 14-15, n^i^hretf 
in 19g4U.S.C.CJLH» 2647-48. HowcYer, to adiieve these policy goals, Congress 
established a regime Oiac depends on AHDA uplicants to dhallenge drug pacants to 
caable earlier approval of genene drugs an^ mereby, promote oompetitioa Qongrfisv 
dearly believed that AMD A applicants needed an incentive beyoDd Ihe prospect of earlier 
generic marieet entry to take on the lidgathm risks associated with chaUenging drag 
patetus, Tnis Congpresaiontl betef is moxiiibsted in the staiutozy provision ^r I&O-d&y 
exdusivltyunderseedon SO50(SXBXfv}. 



Combtm iwiih its deoistos In iha Cn»u<ic msq, PDa^i iaicfpfciAtioit dees nel demiad, ood iha agce^ 
docs noi Intend to limit bi eeope io» eoun dietslons follDtvteg a &1I crlaL Hic siavnuy Uc^uiitt '^elstoii 
orRVDUrt**lAU(d9n50S(])($)(nxiY)tI9dDesaoiAqidre^^ 
htitefy «ppft«r to ledkiu Coi^jfonal Iquiu for the Imsuese ce be tstd In soeh'a nvaoktt. 



P 
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Aiv]sQvely bioffd mtetprntodoii of &6 court decision tngs«; such as the estoppol 
steadBrd, jnekin it ORder lo trigger 1 StMey exolosivity, hi any i^periHo oase^ this may 
^ced approva} of subsequent ANDA spplioams «nd, tbermnti competition m Iho 
marice^Iace, However, &rdalfvBly broad trigger ibrlSQ^yexcksivityeotfldd^ 
the v$i1ue oi 1 8Q*day exclvsivfty to A^h appHciml^ lad thus It night ^to ledoce the 
incentive fbr ANDA appllcaols to 6haIIen£» an Innovator's patsnti. A Tolatively nanow 
intetpreutioQi suoh a$ the "bol&ig-on^he^merite" slandaxd. may dovr approval of 
subsequent A>IDAs and coa^eiitfoa insapeelfio co^e. Koou^c^ towever, make 
excUislvity more valuable, and thus make patent challenges inQ» ooisuncm ov^l. Ih 
eny even^ the legisladve histoiy offers StUe Jf any gttldanoe as to whioh inteipFBtBtion 
Congress migbthevepteftned, and thus ItisapprflpriBtfi to apply Qie mtccpretstionioost 
consistent with the plain language of iheprovlMoik ftf^ tig,, tmi^ 410 F3d at S4. 

In the absence of clear Congressional int^t to pioroote another pQ]f(^ objecth^e, 
the agency considers clPTity and cextainQ' of critical {mpoitaoce. Because of the huge 
financial consequences Qiatresult 6om gaining or losing six months of ANDA madceihg 
^clusivity, drug eompaniesbave creatively conshned&eFI^CA and idevant court 
decisions to gah ^alever mfiftetiAg advantage they cas. This dy^ic is demoosCrated 
with remarkable clarity by A|K)tex'8 and Teva^s having taken legal positions with respect 
(0 the Apptex-Bristol dismissal that are diamctdeally opposed to &^ portions in die 
origjnal Teya litigation during 1999 and 2000. This ^ange of positions is a;iot surpriaix^ 
because thdr ides are reversed: with rospeot to pravastatin, &ey eaoh ocoDpy the seat 
the o&erocoi^Jcd with reject to tfokijndlnDi Indeed^ the jnzttes* (as w^ as the Geiitrsc 
PhhonaceutloiA Assooiatl<m'^ disparate po^oy axeumeols ibr aad i^aliast easier 
tcfggering at difthteot times unde(scor» that Aece msy bo no clearly pre&nbJepositioA 
fiom apoUoy peispeotivo. See, e^.. TevaFharm, JJSA.Jnc u FDA^ No. 05-1469 
(D J).C.} (Qpp. of JtotervenorDefo}daot Apotex Ine. to Mot. of Geaaric Phennaceutical 
Ass'Oi &r Leave to File Brief as ^les» Quiae, at M. Sid Sept. 9, 2005) (noting &at 
the Geaerio Phannseeutica] Assocjedonhas made pdicy arguments both Ibr add against 
abroad fnteipretationofthecourldeidslon trigger mdifibrent cases). 

* 

Th« st^ated order dismissiog the Apotex-Briatoi case could reasonably be 
viewed as an &>n to tailor a dIsmUsal order to satisfy the estoppel standard disoussed io 
Teva /, It inolades a atalomat on its face IhatBristol had cttmnitted not to soc Apotsx 
^r patent lofiingemeot. It expressly slates that the case ia dismissed for lac3c of sulg*ect 
matter Jurisdlc^on oa the basis of Bcistors assuranoes. Nev^ctheless, Teva challenged 
the agenc/s deteanlnadon on multiple gcound^ fncludiagwhe&er Bristol's statcmentB 
had estoppel effect and whether the order constituted a decision of a court as amatter of 
federal civil procedure law.' 



' Tbe tgttitif^t brioFM appeal to tha Tvw A7GoiirtbdIeit&s the potuibfly oqriad comptnlifcs of 
attfto^iUng lo opply Rp cstapp«M)k5M}stsadud; 

Thfi MH^cIciatlras ihal ba dbtiia court's ^Boblcit noJcc endil - vheltaer Oik dbmSssal fbr hclc 
ef Juritdldilaa idutied i^oBl I motUn or a iriporKiIon, wbedier die dtcmiisal Mrat otfeoiul under 
one pnkcdifnl nile ot onotbet^ whctiw ifoG <S^tt^n\ roottu ihst (he coon {;»i»d "good ttoie" for 

ii,wh«herihocourttowIdftMpeptnbQ»i«ldiemott6nof«i^uhUo«jtte3r,whototbc6w . 

* 
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EDA*5 expsEidQce suggests Osal dnsg compames ixali continue lo lidgaio over 
exdasLvfty «$^es whenevoir Uiepotelilidl Smmdal rewardG btb safHcieDtly high» Vftie 
PDA to adopts sUndaid les& objective and dm dasa the "holdiog-oorihe-inetits" 
standard, &e oppottaajtied for disputes reganlxng fiie tripplas of Iho court deoision ttigger 
would fiacreese. Pui1h«; U seems reaso;jable to tssume Ifaat epplicaots are more likely to 
oonelude flsat their dunoss of success In oouri ttt betier in cases coQcemiAgpatentee 
e£toppel beoaaise of H)A's hck of e^ertlse on this issue. 

It tB Id ^e pubJie^s interesti as walJ u EDA's own Inlaresli to have exdosivity 
biggenng d^«nninet!ons goveoied by a leg*} re^me thai is dear end easily 
adiininiateted. Swouraging hi^y-lateresied and wen-iiQBnoed Ufigants to pursue &ve^ 
iiner dtsdnctf ons, ever farther removed fiom the language of the ctstute and Som its 
ptirposes, doci not advance the pubSc'v iateresL K ef&ns no guanntee Of joord tapid 
generic dnig approvals, only a high likelihood of delay due to Utigafios, and ^i^pecl 
that this area of law will xmaht unneceasazity uAstable, &U8 tmdemiining mari^etpjace 
cettalnty aod intetfeiing with budosMpUnQingand tRveslment, 

C. Application of ^A's jj^terpretatloi! to the Apotex-Brictol Dismisaat 

Under FDA's inteipretatioDi it U clear that the Jidy 23j 2004, st^olated order 
discaissjngthe Apotex«Bxis£oJ deelaratoiyjudgmeataetion isnotacotutdeoision 
'lioldlAir that Qie snt|[ect patents are invalid, ahrinfifitgedi ormenforcesble, Nowhete 
on the ^oa of fte order f S there 5Dch a deteardnaijDa t)y the court jeg«rdiag any of fiie 
patents at issue. Even if fixisiors assurances to Apocex^ incorporated into the cSsflniBsal 
order» ^ere latar deteonined by a coutt (o'estop Bristol £oni suhig Apotex iar . 
in&ingement^ theJu]y23»20D4 dt&ndssal itself does Mtebstain a holding on the merits 
bf patent invafidi^,* aoainfiinganeo^ or ttne.i&n)eabfllty-» the issues specified by 
Congress in .the stacute (and ]^A by regulation). Indeed, the disixdssal order aakes otear 
thatUtecase'was dismissed fbrprocednrBl reasons (ladcofsutyeecmaiterjurisdictioo) > 
based on Bristol's representations without a holdiag on tlie merits of Apctnc'a 
dedaratoiyjudgnaent patent Dlaims. 

JFDA has thus concluded thai ISO^iay exelusivjcy fi^rpravastatin was not 
triggered by the July 23, 2004 dismissa]. Absent ematenal (diange Jn eircumstances. 
FPA intends to approve ooIy'tho^ANDAfieBgiblefi^ 180-day exohjsmh^for 
pravastatin when the '227 patent (including its period of pediatric cxolusivity) expires on 
April 20, 2006. Approvals of all othtt-pravaslatin ANDAs wil? be delayed ^r IflO days 
aAer&CcIudvIty has been brlggerad,"^ 



bsldahaulna. and the like . .. beirno rclstlea^ c>|her (d w&eiharthe dwisioa *'Jio)d[«] Ok 
pitasi ... ro be tenlSd w not JnfiineeiT .... 

&r. for lh« ?adenl App6lluis at 54 (Uki Pec 22, ^0^ 

" Apelat asunea diit ihe Apotex-Bn'tiol dfsmisaU appttod to Iht 30 nis. 20 mfi, 40 ms, uu) 80 ma 
sirs&stba brpnyumdn. Beuew^A lisr d6)«i'0ilntd Uai du Apetox-BHsiol dismissal does no; qasUty 
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in. Conciusion 

* FDA fatAiprets ibe comt 4oci«{on tdgger provMon to requira a decision of ft court 
(hftt on its &CC t^d^nccs ahol&ig on Uit netits of petant iioBinlHagfioumti }mMXy, or 
unenibzceabiUty. Thd July 23* 2004, >^ex-6ristol {Umd&ssl does not conUuasDoh a 
holding. FI>AtheidS3mdedesApotex^5zi^tiestibr8iiigoQDydet8nnbafi<»if^^ ' 
day oxclusivi^ &r pnvastiain has besn Oiggszed and xun. 

Sincoely. 



C^&f^f^^^ 



QttyBvebler 

l^'cOGtor 

OlSce of C^edoDrugfi 

Center far Dng Bvaluatioa and Reseaarch 



Es a court d^s^on trigger for uiy ^ireogih of pn vactarili^ FDA need not dcddt (oAd thii dBcasiOQ should 
Aot bo construed u tfcetdlna) Mieihfti £» dlsnujsat 0{d«r sataraptimd nJl toot tfntisthM, 
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DEPARTMENT OF HEALTH & HUMAN SERVICES Publto Hwlih Swict 



AMTiA Ti; ^iit Food and Diug Admlnlsiraiton 

MjNU/i /0O4t Rockvni. MD 20B57 

APR 1 1 20DB 

Apotcx Corp. 

-U-S. Agmtt for Apotex Inc. 

AUcntion: Tammy Mclntire 

2400 North Commerce Parkway, Suite 400 

Weston, FL 33326 

Sent Via Facsimile and U.S. Mail 

■ 

Dear Ms. Mclntire: 

This letter is prompted by the March 16, 2006^ opinion of the District of 
Columbia Circuit Court of App^» Teva Pharmaceuticab USA. fnc, v. FDA, Nos. 05- 
5401 & 05-5460, 2006 U.S, App. LEXIS 6384 (D.C. Cir. Mar. 16, 2006) ('Tevfl IJT)^ 
We are amending our response to the Jetter submitted by Apotex bus. on September 7, 
2004. Apotex sought a detennination that a dismissal of a declaratoTy judgment ac^on 
brought by Apotex against Bristol-Myeis Sqmbb Company ("Bristor^* Apotex Inc v. 
Bristol-Myers Squibb Co,, No. 04-2922 (Jul. 23, 2004 stipulation and order), constituted a 
"couxt decision trigged' beginning die 1 80-day period of marke.cing exclusivity for the 
first abbreviated new drug application ("AHDA") applicantto make a '"paragraph IV" 
certification challenging a patent ibr Pravastatin Sodium Tablets 10 mg., 20 mg., 40 mg., 
and 80 mg. CWvsstatin'O. FDA previously delemiined in a letter dated fune 28, 2005» 
that the dismissal constituted a court decision trigger, based on an interpretation of the 
court decision trigger provision, Section 505QX^)9)(ivXI0 of the Federal Food, Drug, 
and Cosmetic Act fFDCA" or (he "AcO (21 U.S.a § 3550)(5)(B)(jv)(II)), that the 
agency believed itself compelled to apply as a result of two decisions of the D.C Circuit; 
Teva Pharm,, USA, Inc, v. FDA, \ 82 F.3d 1003 (D.C. Cir. 1 999) ^Teva r) and Teva 
Pham,, USA, Inc. v. FDA, No. 99-5287, 2000 U.S. App. LEXIS 38,667 p.a Cir. Nov. 
15, 2000) ('Teva IT"). Spe6iGcalfy, FDA believed that Teva /and //xequired the agency 
to treat a dismissal of a declaratory judgment action for lack of jurisdiction as a court 
decision trigger if the patentee is estopped from enforcing its patent against the 
declaratory plaintiff. 

Teva Pharmaceuticals USA, Inc. challenged FDA*s June 28, 2005 decision in 
district court. Teva Pharms, USA, Inc. v. FDA, 398 R Supp. 2d 176 (DJ>.C. 2005). On 
appeal, the TVva /Z7 court vacated the judgment of the district court with instructions to 
vacate the PDA's decision and remand to the agency for further proceedings. The court 
held thai FDA's decision was arbitrary and capricious because "[t]he FDA mistakenly 
thought itself bound by our decisions in Teva I and Teva IV Teva III, 2006 U.S. App. 
LEXIS 6384, at '^12. In the court's Wew, the Teva I and Teva //decisions had been 
decided purely on procedural grounds and "left the final decision" of statutory 
interpretation to FDA. Id, at *9. 
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FDA has therefore undertaken to int^rel the stalute in light of the Teva UI 
court's direction *"to bring its experience and expertise to bear in light of compelmg 
interests at stake' and make a reasonable policy choice/' Id dl*13 (quoting PDKLahs*, 
Inc. V. DBA, 362 F.3d 785, 797-9]B (D.C. Cir. 2004)). As explained in greater detai! 
below, FDA interprets the language of the court decldon trigger provision, "the date of a 
decision of a court . . . holding the patent which is the subject of the certification to be 
invalid or not ininnged " to require a court decision with an actual "holding" on the 
merits thai the patent is invalid, not infringed, or unenforceable. The holding must be 
evidenced by language on the face of the court's decision showing &at the detemiination 
of invalidity, nonin&ing«nent, or unenforceability hasbeenmade by the court. FDA's 
experience in making court decision trigger determinations bears out the difficulty in 
impiemeniiinga broader^ estoppel-based staiKiard that requires the agency to evaluate 
whether the patentee is estopped from suing for infringement. FDA's "holding-on-the- 
merits" interpretation adheres closely to she lai^uagc of the statute and wiil provide a 
bright line that is more easily administrabiebyFDA and that will enable industry to make 
appropriate busmcss planning decisions. 

Applying FDA's interpretation to the i^cts of this case, FDA has detennined that 
the July 23, 2004, Apotex-Brislol dismissal does not constitute a court decision trigger of 
, 1 80-day exclusi vUy for pravastatin because there is no language on the face of the 
dismissal evidencing that the court held on the merits that any of the subject patents were 
invalid, not infringed, or unenforceable. 

I. Statutory and Procedural Background 

A. 2 80-Day Exclusivity and the Court Decision Trigger 

Under section S05G)^)(A)(vii), AKDA applicants must make one of four 
certifications (commonly referred to by the four sub-paragraphs of section 
505(jX2}(A)(vu) establishing them) to certain patents, claiming the drug or a use of the 
drug for which the ANDA applicant is seeking approval. The certi&atlons are: a - 
^'paragraph 1" certification that patent Information has not been filed; a "paragraph II" 
certification that the patent has expired; a "paragraph IIP' certi^catJon of the date the 
patent wil'l expire; or a "paragraph IV" certlGcation that the patent is invalid, not 
infringed, or not enforceable. 21 C.F.R. §314.94(a)(]2)(i)(A). 

A paragraph I or U certification rndicaies that the applicant believes that the 
patent does not bar immediate approval of the ANDA. A paragraph in certification 
indicates that the applicant is not chalienging the validity or i^plicabiliiy of the patent 
and that the applicant is seeking ANDA approval only after the patent expires. A 
paragraph IV certification indicates that the ANDA applicant disputes the applicability or 
validity of that patent. 

■ 

An ANDA applicant making a paragraph IV certiftcation must provide notice to 
the new drug application (NDA) holder and patent owner stating that the ANDA has been' 



2. 
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Hied «nd descnbing why the patent is invalid, will not be infringed, oris unenforceable. 
21 U.S.C, § 355G)(2)(B); 21 C.F.R. § 3l4.94(aXl2)(iXA). This notice provides IheNDA 
bolder and patent owner the opportunity to bring suit for patimt infiingement prior to 
FDA '5 granting marketi ng approval for the ANDA applicant's product. In certain cases, 
if the NDA holder or patent owner sues the ANDA applicant for patent infringement 
wiOiin 4S day of recdpt of (he notice, FDA ipust stay approval of the ANDX for 30 
months (21 U.S.C § 3S5(JXS)(B}(iii)). The FDCA provides that an ANDA applioant 
cannot bring an action for declaratory judgment unless this 45-day period has expired, 
neither the NDAttoider nor the patent owner has sued the AMDA applicant for patent 
infringement before the expiration of thai period, and, as applicable, the ANDA applicant 
has offered these parties confidential access to its a|^lioalion for the purpose of 
detevmining whether to bring a patent infringement suit. 2 1 U.S.C. § 355G)(5)(CKi) 
(2005). 

Section S050)(5)(B)(iv) of the Afct governs FDA*s 3 80-day exclusivity 
detenxiinations. The statute provides 180 days of marketing exclusivity as an additional 
incentive and reward to the flrst ANDA applicant to expose itself to the risk of bdng sued 
for in^nging a patenj ftat is the subject of die paragraph IV certification. It does so by 
delaying approval of subsequent AND As containing later paragraph IV ohallenges to the 
patent until the expiration of 180 days after a triggering event. The applicable version of 
the statute reads as follows: 

If the application contains a certification described in subclause IV of paragraph 
(D(2]{A)(vii) ^d is for a drug for which a previous s^plication has been 
submitted under this subsection [containing]' such a certification, the application 
shall be made effective not eariier than one hundred and eighty days after - 

Q) the date the Secietaiy receives notice from the applicant under 

the previous application of first commercial madceting of the 
drug under the previous application, or 

(n) the date of a decision of a court in an action described in clause 

(ii) holding the patent which is the subject of the certification 
to be invalid or not inlnnged, 

whichever is earlier, 

21 U.S.C. § 3550)(5)(B)(iv) (2002).* Under this provision, cither of two events can 



Couru reviewing the statute liave conunented that the word "continuing*' renecis a typographicat error 
and should be "containing." Sw, eg., Purepae Fharnu C^ v. Friedmfint 162 F.3d 1201, 3203 n.3 (D.C 
Cir. 1998); Mova Phom. Corp, v. Shalala, 140 f. 3d 1060. 1064 nJ p.C Cir. 1998). 

^ Congress amended 21 U.S.C S 3SS(i) in lite 2003. 5eeThe Access lo AfTordabte Pharmaceuticals 
provisions of the McdicAre Prescription Dn>g. improvement, and ly^oderntzation Act or2003, Pub. L. No. 
1 08- 173, X 17 Stai. 2066 (Dec. B. 2003) ("MMA"). The majority of the amendnseats pcnaining to 1 BO-duy 
exclusivity do nor apply to tho exchisivity determinations foe the pravastatin ANDAs because the earliest 
ANDA containing a paragraph IV certification was submitted before the December 8, 2003| enactment date 
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trigger Ihe start of the exciusivity period: (1) the commercial marketing of the drug 
product 05 set fbrth in subparagraph (I); or (2) an applicable court decision as set forth in 
subparagraph (II). Subparagraph (E) is conunoniy referred to as the "c^nitt decision 
trigger." 

By regulation, EDA has long interpreted Che court decision tdgger to be satisfied 
not only by a decision of a coutt holding ^c patent invalid or not infringed, but aiso by a 
decision holding the patent unenforceable. 21 C:F.R.§314.107(cXl)(i5. In the 
preamble to the 1994 final rule implementing the Drug Price Competition and Patent 
Tenn Restoration Act of 1984 ^Hatch-Waxman Amendments" to the FDCA), the agency 
explained that references in section SOS to patent invalidity and nonininngement should 
be interpreted to embrace >]nenfi>rceability so as to be consistent with "Congress" obvious 
intent in allowing patent chaUenges under section SOS/* and to avoid absurd results. 59 
Fed. Reg. at 50^39 (d6x[g Merck v. Danbury Pharmacol, Inc., 694 F. Supp. ] Q>. Del 
1988), affd, 873 F.2d 1418 (Fed. Cir. 1989)). 

B. The Te\fa Cases 

In the TBva cases, FDA was asked to detemiine whether the dismissal of a 
declaratory judgment action for lack of subject matter jurisdiction in a patent case 
between Teva and Syntex constituted a court deoision trigger of exclusivity &r Apotex 
(then Torpharm) for thedrugliclopidine. Teva/, 182 F.'3d at 1005-07. FDAd^rmmcd 
that the Teva-Syntex dismissal was not a ''decision of a court" or a "holding," as required 
by the statute. Id On appeal, the D.C. Grcuit concluded that FD A*5 determination that 
there had been no court decision trigger was arbitrao' and capricious. Id. at 1007-10. 
The court remanded to the agency for an explanation o( inier aliot why FDA did not 
recognize that a dismissal based on representations (hat estopped the patentee from suing 
for infringement constituted a court decision trigger. Id 

' On remand, FDA attempted to explain lis decision, but the district court. Judge 
Koilar-Koteily, rejected the agency's explanation. TevaPharms. USA,- Inc. v, FDA^^o. 
99-67, 1999 US. Dist. USXIS 14,575 at ♦22-23 (Aug. 19, 1999) (TThe FDA is bound by 
tbe Court of Aj^eals* detetmination that the purpose of the court decision trigger is to 
ensure that the patent-holder is estopped &om suiug the ANDA applicant"). The D.C. 
Circuit affirmed the district court's decision in an unpublished decision stating that "for 
the reasons cited . . . fn Tevo / and by the District Court, the judgment of the agency fails 
for want of reasoned decision-making," TevaS^ 2000 U.S. App. LEXIS 38,667, at •e. 
Following the Teva //decision, FDA has believed that it was bound to apply an estoppel- 
based standard when making court decision trigger determinations, and initially applied 
this standard with respect to the pravastatin products at issue here. 



of the MMA. 5ffe \d, $ 1 102(b)(1). The MMA does, trowover, apply to Iho court decision trigaer 
determinBtion ai issue insofar ss il dsHncs a "decision of i coun" as a iinal judgment from wbtch no 
appeal can ba oi haa been taken. Ste MMA § 1 102(bX3) (dofining '^decision ofa coim** for dxugs for 
vdiioh a pingrsph iV cerliflcation was filed bftfoi-e enactment of the MMA and for whicii there hat been no 
trisscrina court decision as of the dale orcnactmeni, I3ecember 8. 2003). 

4. 
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C. FD A*s June 28, 2005 Decision 

Bristol is ihe holder of an approved NDA 19-898 for pravastatin sodium tablets, 
-which it markets under the brand-name Pravachol. Pravachol is approved for the primaiy 
arid secondary prevention of coronary events and for treating hypcrlipidemia. firistol 
listed four relevant patents in the Orange Book with respect to its drug: U.S. Patent Nos. 
4,346,227 ("the 727 patent"); 5,030,447 C'lhe '447 patent"); 5,180,589 ("the *589 
patent"); and 5,622,985 C'the '985 patent"). Several AND A applicants, including Apotex 
and Teva, have submitted AKDAs containing paragraph IV certifications to the '447, 
'589, and *985 patents. The '227 patent and its pediatric exctusivxty expires on April 20, 
2006. ^ Any applicant that has submitted a paragrsqsh m certification to the '227 pn\isni is 
thus precluded &om marketing the drag at least until that date. 

Apotex notified Bristol of its paragraph IV certifications to the *447, '589, and 
*98S patents, butBristol declined to sue Apotex for infringement Apotex then sued 
Bristol in the I^ited States District Court for the Soutfiem District of New York (Apotex 
Inc. R Brisioi44ytrs Squibb Co. (No. 04 CV 2922)) for declaratory judgment of non- 
infringement and/or invalidity of those patents. The case was dismissed by a stipulation 
and order issued on July 23, 2004. 

The order recited that Bristol had 'Vqieatedly represented and assured Apotex 
that, notwithstanding any disagreement on the scope or inteipretation ofthe olaims of the 
'447, '985, and '589 patents, it had no intention to bring suit against Apotex for 
infringement" Apotex stipulated to dismissal of the case fn* lack of subject matter 
jurisdlcdon based on those "pre-Complaioc representations." Both parties signed the 
stipulation and order, which the court endorsed as "so ordered.'* 

By letter dated Sq)tember 7, 2004, Apotex requested a detennination in»n FDA 
that the July 23, 20O4 stipulated order dismissing Apotex's declaratory judgment action 
constituted a "decision of a coucf ' under section 5050)(5)(B)(iv)(IO that triggered any 
180-day exclusivity for pravastatin. In view of the Teva cases, FDA believed itself 
obliged to apply an estoppel-based standard in determining whether the July 23. 2004 
order qualiiled as a court decision trigger. In its June 28, 2005 decisidn, the agency 
determined that Bristol's assurances to Apotex that it would not sue t<x inirir^gement 
estopped Bristol from suing Apotex for infringement. Thus, under the estoppd-based 
standard FDA believed 7«va /mandated, FDA found that the dismissal quab'fied as a 
court decision under section 505(JX^(BXiv)GI)i triggering the running of 180-day 
exclusivity for the '447, '589, and '985 patents. 



' PcdiDtric cxctusivfly is intended bs &n inceniivo lo sponsors Co conduct and oibmlt to FDA studies 
requested by Ihe Agency on the use of dnigs in pedian'ic populations. It is o stx*nionth exclusivity that 
•tiBchcs 10 finy listed patent orexclusfvity for the drug studied. 2t U.S.C. § 355o. 



■A 
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D. Teva III 

On July 26, 2005, Teva sued FDA, arguing that FDA's June 28, 2005 decision 
was based on Uie agency's enroneous belief that Teva I znd Tlsva //required the agency lo 
apply an estoppel-based standard. Alternatively, Teva argued that even if the Tsva 
decisions did impose an estoppel-based standa^ for the court decision trigger, Bristol's 
assurances (o Apotex were insufficient lo effect a complete estoppel. Teva additionally 
argued that the dismissal had been made effective not by the court but by the parties 
under Federal Rule of Civil Procedure 41(a)(l)(ii), and as such lacked sufGcient judicial 
involvement to constitute a "decision" or a "holding" of the court. 

The district court agreed with Teva that the dismissal had been made effective 
under Rule 41(a)(l)(ii} and lacked sufficient "judicial impjiraatar^' to constitute a court 
decision trigger of L80-day exclusivity. Teva Phams. USA. Inc. v. PDA, 398 F. Supp. 2d 
176, 190 (D.D.C. 2005) (Bates, J.). The court stated, however, that Bristol's statements 
to Apotex were sufBcient to preclude Bristol from suing for infiingem^t, conchding 
that "[tjhis case thus embodies the peculiar circumstance in which the words of (Bristol] 
are preclusive, but they are not part of a 'decision* or 'holding' within ttie meaning of the 
Hatch-Waxman Act."' lA at 192 n.6. The district court did not reach the question of 
whether Teva /and Teva //had established a substantive rule binding upon EDA.- 

On appeal, the B.C. Circuit determined that "[tlbe FDA mistakenly thought itself 
bound by our decision in Teva J and Teva II** and held that "[t]ht5 error renders [the 
agc»icy's] decision arbitrary and capricious/' Teva III, 2006 U.S. App. LEXIS 6384,.8t * 
* 12*. The couxl explained that it had never established a requirement to apply the estoppel 
standard as an uiterpretatjonofthe court decision Uigger. /^. at'^8-10. Rather,rsva/^ 
held that Teva /had simply found FDA's reasoning inadequate for the reasons discussed 
in that decision. Id. at *9; see also section ILA., infra, CoiM^luding that ^*FDA siill has 
not answered the questions put to it by the Tepo /court," id, at •'"IS n.5, the court vacated 
the district court's judgment and directed the district court to remand to the agency to 
interpret the court decision trigger provision in view of the agency's own expertise and 
appropriate policy considerations. Id, at*" 13. 

Q. FDA's Interpretation of the Court Decision Trigger Provision 

In accordance with the Teva ///court's dctenminatioQ that FDA is not bound to 
apply the estoppel^based standard discussed in Teva /, FDA has brought its experience to 
bear and now makes an independent interpretation of the statute. FDA has detemiined 
that it is most appropriate to interpret the statute consistently with its plain language. 
Thus, the agency is interpretbg the court decision trigger provision to require a decision 
of a court that on its face evideoces a holding on the merits that a patent is invalid, no^ 
jniilnged, or unenforceable. This interpretation follows most readily iirom tlie statutory 
language and FDA's long-standing regulation including unenforceability as a separate 
basis for a court decision trigger. 21 U.S.C. § 3550)(5XB)OvXn) ("the date of ^decision 
of court . . . holding the patent which is the subject of the certification to be invalid or 
not infringed") (emphasis added); see also 21 C.F.R. § 314.107(c)(I)(ij) ("The dale of a 
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decision of the court holding (he relevant patent ifivalid, xmenforceable, or not 
infringed") (emphases added).^ 

A "holding" is generally defined to mean "[a] court's determination of a matter of 
law pivotal to its decision; a principle drawn from such a decision." Black*s Law 
Dictionary at 737 (7!h cd, 1999). The statute's express requirement of a ^'holding" that 
the patent is "invalid" or "not infringed" indicates (hat the court must lesolve the issues 
of invalidity, noninfiingement, and unetiforceability (pursuant to FDA*s regulation) on 
the merits. See id, at 1003 (defining **nierits" as refening to "[t]he elements or grounds 
of a claim or def^s^ the substantive considerations to be taken into account in deciding 
a case* as opposed to extraneous or technical points, esp. of procedure"^. Under the 
agency's interpretation, in the court decision trigger context, the holding must be 
evidenced by a statement on the &ce of the court's decision demonstrating Chat the court 
has made a determination on the merits of patent invah'dity, noninfiingement, or 
unenforceability. 

A. FDA*s Response to Teva I 

In reaching this interpretation, FDA is mindfiil of the Teva /court's criticism of 
thh agency's original position, as well as the Teva ///court's view that PDA has never 
adequately addressed that criticism. FDA addresses the specific issues raised in Teva J 
below, 

I. * FDA's Interpretation is Consistent with the Purpose of the Statute 
and Will Promote Industiy Certainty and Administrative 
Workability 

FDA acknowledges the Teva /court's discussion of broader defTnitions of 
"decision" and "holding" as potentially including dismissals with preclusive effect. Teva 
/, 1 82 F.3d at 1008. Howev^, Pie Teva ///court has determined that Ihva Ps discussion 
is not binding upon the agency. Teva ill, 2006 U.S. App. LEXIS 63 84, at * 12. 

Teva J &ither suggested that estoppel was a relevant consideration Sot the court 
decision trigger because a difTerenl view would allow the patent holder to nuntpulate the 
system and delay generic competition by stating that it would not enfbrce its patent. Teva 
/, 182 F.3d at 1009. That result, in the courf s view, would be contrary to the purpose of 
tlM statute. Id. FDA does rx)l believe, however, that a narrower, textually^based 
approach is contrary to the purpose of ^c statute. The court dedsion trigger provision 
expressly requires a decision of a court holding in ^or of Oie ANDA applicant The 



^ The D.C Circtiii has found th«l die court decision trigger provision is ombisuous. Sec Teva I^ IB2 P.3d 
at 1 007-OS (notbg that the terms "holding" and "decision" are subject to interprelition); Jd« also few Hi 
2006 U.S. App. LHXTS 6384 al ^Xl (BssuminSt in accordance vriUi Teva !, thai the statute » aoA^guous). 
To the extent that (here is ambiguity in any of the terms, such as "decUion,** "holding," "invalid," "not 
inlnnged,"* and [by regulation] "uncnrorceobte,** FDA*s interprecBtion is permissible and hews more closely 
to the languagA of the statute than the estoppet-based approach that the agency bcJioved was' compelled by 
Tffuff/andreM//. 
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agoicy's '*holding-OQ-the-merits" standard may provide a more limited irigger than an 
estopp&l-based standard, bm il is Congress itsetlf that chose lo impose the requirements of 
a "decision ofa court" and a '^holding.*' The estoppeUbased standard, by contrast, has the 
anomalous result of subsUtuling the agency's subsequent determination of preclusive 
effect for a court's holding on Che merits. 

Elsewhere, the D.C. Circrnl has recognized that the exclusivity provision reflects 
a Congressiona! balancing of competing policy goals. S^ Teva Pharmaceutical Indus, v. 
FDA, 410 F.3d 5 J , 54 (D.C Cit 2005). "Because the balance struck . , , is 
qutntessentLally a matter for legislative judgment," the intcipretation should ^'attoid 
closely to the terms in which Congress expressed that judgment" Id, FDA believes that 
it is appropriate to apply tiie most facially supportable interpretation of the statutory 
language to.give effect to Congress's purpose for the court decision trigger provision* and 
that nothing less than a court decision wilh a holding on the merits of the patent claims 
should qualify as a court'decision trigger. The estoppel-based approach, by contrast, 
renders the terms "decision," "holding," and 'Invalid or not JnfHnged" superfluous, in 
contravention of accq}ted canons of statutory constnu^tion. See, e.g, Bailey v. Uniied 
Stales, 5 1 6 U.S. 1 37, 146 (1995) (superseded by stahJte on other grounds) C'We assume ' 
that Congress used [the] terms because it intended eat^ tenn to have aparticular, 
nonsuperfluous meaning.*'). Indeed, pre-revo /, the D^. Circuit suggested that a proper 
interpretation of the court decision trigger should give substantive eSbct to the terms that 
Congress ohose. SeePunpacPharm. Co. v. Friedman, 162 PJd 1201, 1205 n.6 p.C 
Cir. 1 998} ("Suppose ibrther that a first appjicanl is sued but that the suit does not result 
in a judicial decision finding the patent not infringed or invalid, so that the judicial 
decision trigger in § 3550)(5XB)(iv) is not activated. Ihfa could happen if, for instance, 
the suit Is dropped or settled"). 

Further, the law on estoppel relevant in the coun decision trigger context is not 
well devebped. In foct, the Federal Circuit law to whicl} the D.C. Circuit looked in Teva 
/ to determine whether a particular representation has estoppel effect generally addresses 
wheliher there is sufficient reasonable apprehension of suit to support a declaratory 
judgment action, and not, as in the Tcva /court's inquiry, "whether the patentee is 
ultimately estopped from suing for Inftingemenl.' In short, applying the estoppel 
standard articulated by the Jevai court would often require FDA to resolve factually 
intensive questions with little guidance fh)m the courts on how to apply the facts to the 
law. 

Estoppel can be raised In different contexts, and the agency fbresees that an 
estoppel-based approach could require FDA to make determinations based on a host of 
i^ctors regarding whether a patentee may be equitably estopped from suing a particular 
AKDA applicant See, e.g.. A,C, Aukeman Co, v. R.L Chaides ConsiK Co., 960F.2d 
1020, 1028 (Fed. Cir. 1992) (en banc) (noting factors relevant to equitable estoppel: 



* See Tava f, j82 F,3d at I0D8«08 (Giling SupetSock M/g, Corp. v. Ome Pockasing Corp., SI f Jd 1054, 
1059 CFcd. Cir. 199^; SpactronSes Corp, v. HJ. FuiUr Co,, 940 F.2d 63 1. 636-38 (fed. Cir. 1991); and 
Ftna Hesearch. S,A. v, BanidUd., )A] F.3d 1479, 1483-14 (Fed. Cir. 1998}). 
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(1) misleading conduct by the patentee indicating that it will not enforce its patent; 

(2) reliance by the alleged iniringer; and (3) material prejudice to the alleged infringer.if 
the patentee is allowed to proceed with its claim). Such determinations are often quite 
subjective, dependent on an innnite variety of factual contexts, and provide scant basis 
for predictability to the regulated industry. 

In addition, t)ie estoppel-based approach has been difficult to apply and has led to 
uncertainty, acperience has shown, for example, that declaratory judgment actions may 
be dismissed for avariety of reasons, not all of wluch concenn representations with 
prechisive effect that can then serve as a proxy Ibr a Gnding of estoppel. See, e.g^ Teva 
Pharms. USA, he, v. Pffzer, //ic., 395 F.3d 1324, 1333 (Fed. Cir.), cert, denied, 126 S. 
Ct. 473 (2005) (dismissing declaratory judgment acdon for lack of subject matter 
jurisdiction despite the patentee's reiusa] to provide assurance that it would not sue). 
Indeed, Teva ] and Tern IT, as well as the infant pravastaUn case, demonstrate the 
difOculty of applying an estoppel-based standard that requires the agenoy to evahsate (he 
underlying reasons for a dismissal — and the very low likelihood of industry certainty 
under such a standard,* 

FDA IS iU-equipped to make &ct-based determinations concontng whether 
certain statements or actions of a company in litigation to which FDA is not a party may 
estop that company firom enforcing its patent. FDA's interpretation of the court decision 
trigger provision as requiring a holding on the merits will enable the agency to rely on the 
face of the court's decision to detennlne whether there has been a holding that a patent is 
invalid, not infringed, or unenforceable. As Teva /and Teva //demonstrate, an estoppel- 
based approach inexorably spawns subsequent litigations concerning FDA's estoppel 
dctcmunations -— litigations that can be avoided under a clearer, textually-based 
standard. 

2. FDA's Inteipretatldn is Consistent with its Regulation, which 

Includes Unenfbrceabllity as a Separate Basis fbr a Court Decision 
Trigger 

The Teva J court requested that FDA explain how FDA *s decision that the Tcva- 
Syntex dismissal was not a court decision trigger was consistent with FDA's regulation 
including unenforceability as a basis ibr the court decision triggex. Id> at 1 009* i 0. Teva I 
suggested that FDA's position was "absurd" because FDA*s regulation Included 
unenforceability, but FDA refused to acknowledge a dlsntissal that had the apparent 
effect of unenforceability as a court decision trigger. Id. 



* In (he pnvsstaiin case, for cximple. the district court agreed with FDA that Bristol was estopped Trom 
suing Apotex for in^ngement, but fbr dilTereai reasons. Compan Teva, 398 P. Supp. 2d it 192 n.6 
(ftndins preclusion based on Bristol's reprB^entalions having '*pr8ven([ed] any reasojiabte apprehension 
from arising**): with FDA^s June 28, 2005 fetter at 4 (findUig prsclusion based an Bristors repealed 
assurances that it Had no intention to sue Apolex Ibr uitKngement). 



Case 1:06-cv-01890-RMC Document 14-9 Filed 11/17/2006 Page 10 of 15 

Case No. 06-1890 (RMC) 
Exhibit 2 to the Declaration of Brian K. McCalmon 



FDA's regulalion mterpretiog the covrt decision trigger slates that the trigger 
occurs on: ''[t]he date of a decision of the court holding the relevant patent invalid, 
unenforceable, or not infringed." 21 C.F.R. § 3U.l07(c)(l). FDA's inclusion of 
'^unenforceable" in its regulation serves Ihe salutary purpose of encouraging patent 
challenges based on unenforceability. .S'fie 59 Fed. R^ at 50^39. The regulation, 
consistent with Che statute, expressly requires Ihat there be a court "decision" and a 
"holding" of unenforceability. 

FDA docs not believe that a patentee's statements concerning its intentions not to 
enforce a patent^ even if reflected in the dismissal, constitute a court's "decision . . . 
"holding" a patent unenforceable. As explained in section I1.A.L, supra, FDA rejects an 
estoppel-based interpretation of the statute based on a patentee's rq)re5entations. As 
noted, a declaratory judgment action can be disnussed for a variety of reasons, and such a 
dismissal cannot uniformly scv/t as a proxy for a determinaticm of preclusive effect 
Bven if a patentee's representations have the apparent effect of rendering a patent 
unenforceable vis-a-vis a particular ANDA applicant, in the agency's view, a holding of 
unenforceability must result from a court's consideration of that issue on &e merits, 
rather than FDA *s evaluation of the ejffisct of a patentee's statement The estoppel-based . 
approach turns the statutory language on its head, by compelling FDA — rather than a 
court, as Che statute seemingly requires — to effectively make a "decision" and a 
"holding" of unenforccabilily. Such patent-related decisions are not within the agency's 
expertise, nor does the statute require FDA to make those decisions. FDA's statutory and 
regulatory interpretation Is not "absurd" because it is narrower than the estoppel-based 
standard. The ag«acy*s Jntcipretation gives Ibll eifect to each word of the statute and 
regulation and will provide greater certain^ than the estoppel-based standard. 

3. FDA's Inlcrprclalion is Consistent.wifl] the FDA's i 80-day 
Exclusivity Guidance and the Granutec Decision 

TevQ I also concluded that FDA had not adequately explained Its position on the 
Teva-Syntex dismissal with regard to (a) FDA's "case-by-oase" approach to exclusivity 
set forth in a guidance document, ISO-Day Generic Drug Exclusiviiy under the Haldi- 
n^axman Amendments 10 ihe Federal Food, Drug, and Cosmetic Act Qum 1998) (180- 
day exclusivity guidance^ or (b) why the agency recognized a grant of partial smnrnaty 
judgment of noninfringement based on a patent hotder*s admission as a court decision 
trigger in Gramaec, Inc, v. Shalala, 139F.3d 889, 1998 WL 153410 (4th Cir. Apr. 3, 
1 998) (unpublished opinion), but did not consider the Teva-Syntex dismissal for lack of 
subject matter jurisdiction a court decision trigger even tboirgh It too arose from 
statements made by the innovator. Id. at 1010-11, 

The regulatory landscape has changed dramatically since FDA's original 
detenninalion that the Teva-Syntex dismissal did not-consUtute a court decision trigger. 
At that time, FDA was undertaking rulemaking and regulating directly from the statute in 
the interim, using a'*CQse-by-ca5e" approach to make its exclusivity determinations. See 
ISO^day exclusivity guidance. Jeva /suggested that FDA had failed to adopt any 
particular interrelation of the statute, and also had not "abide[d] by \he commitments it 



10 



Case 1:06-cv-01890-RMC Document 14-9 Filed 11/17/2006 Page 11 of 15 

Case No. 06-1890 (RMC) 
Exhibit 2 to the Declaration of Brian K. McCalmon 



made in the ^Guidance forlndustry* as to how it woald proceed until a new rulemaking 
was completed." id. 

Just a few days after the leva I decision, in proposing a rule, FDA rejected a 
suggestion that a dismissal for lack of jurisdiction based on a lack of case or con^versy 
should constitute a court decision trigger. 180-Day Generic Drag Exclusivity in 
Abbreviated New Dmg Applications* 64 Fed. Reg. 42,873» 42»&8l (Aug. 6, 1999} 
(propose^ rale). Rather» the agency proposed a I80<day "tnggering period/' during 
which there would have to be either a favorable court decision or commercial marketing 
of the drag, /d at 42,877. Ifneither of those events occuned, (he iirstANDA applicant 
would lose its eligibility for exclusivity. M, Under the "triggering period" approaeh^ 
subsequent applicants would not be blocked indefinitely iirom approval, and would thus 
presumably have no need to seek to trigger exclusivity by bringing declaratory judgment 
actions and ther^y raising the myriad issues that arose in the Teva litigations. li at 
42,881. 

PDA withdrew that proposed rale in 2002, however, in part due to Its belief that 
the Teva I "'holding was directly at odds with the approach the agency proposed in the 
August 1999 proposed rale to deal with dismissals of declaratory judgment acdons." 
180-Day Generic Drug Exclusivity for Abbreviated New Drug Applications, 67 Fed. 
Reg. 66,593, 66,594 (Nov. 1, 2002) (withc^wal of proposed rule) ("After careful 
consideration of the comments on the August 1999 proposed rale and multiple court 
decisions affecting the agency's interpretation of the provisions of the act relating to 180- 
day exclusivity and ANDA approvals, KDA has concluded that it is impropriate to 
wiOidraw the August 1999 proposed rale at this dme,*"); Following FDA*s withdrawal of 
its proposed rale. Congress substantially amended the ISO-day exclusivity provision in 
the MM A. See note 2. supra, FDA detemiined not to expend its resources crafting a 
regulation that would be vulnerable to challaige if it diverged &om Teva /and would in 
any event become ^ess relevant in the near future due to Congress's substantial revision 
of the 180-day exclusivity provision, which ullunately eliminated the court-decision 
trigger provision (but provided for forfeiture of exclusivity in certain circumstances).^ 

Now, however, FDA is independently interpreting the statute in accordance with 
the direction of the Teva Iff couru For all of the reasons explained above, FDA's 
interpretation here is fully consistent with the statutory language and the ext^sive 
regulatory and judicial history concenung the agency's treatment of the court decision 
u-jgger issue. 



' U beir$ noting that one event thtt can trigger forfetcun under the MMA is a "a settlement or eoiueni 
decree thai enters i flnol judgment that includes t fiading that the patent is invalid or not Infringed." 21 
U.S.C. § 3S5U)(5)CD)(t)(3)(bbXBB) (200i). As explained above, the MMA amendmenU do not^iply to 
pravastatin except in one respect {see note 2, sttpra) and ore sot at issue in this decision. The agency's 
determination lo apply the "holdtng-on-rhe-meriis'* suindard under the pre^MMA statute does not leflect an 
agency view as to the proper scope or interpretation orthis rorfeilure provision or ony other ibrfelture 
provision in the MMA. 
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Teva /also suggested XhdX the Teva-Syntex dismissal should satisfy Ihe court 
decision trigger requirement because it "support[ed] estoppel to the same extent as the , 
grant of partial summary Judgment at issue in Granuiec." Teva J, 1 82 F.3d at 102 1. For 
the reasons explained in section 11^,1, supra, however, FDA ddes not believre that the 
court decision (rigger provision should be inteipreted to embrace dismissals based on 
underlying statements that have estoppel effect unless the decision evidences a court 
holding on the merits of the patent claims. Applying the "holding-on-the-merits" 
interpretation, it is clear thai the Teva-Synlex dismissal was materially distinguishable 
from the decision at issue in Granutec, 

The underlying decision in Oranutec was a memorandum decision by the court 
granting a motion for partial summaiy judgment of noninfringement based on tiie 
patentee's concession that the defendant's product did not in&ingc. Glaxo, Inc. v. 
BoehringBr IngeDieim Corp,, No. 95-CV-01342 (D. Corai. Oct 7, 1996) (memorandum 
decision). The court's grant of summary judgment is clearly a holding on the merits of 
patent noninfringement as a matter of lav/.' See Fed. IL CSv. Proc. 56(c) CThe judgment 
sought shall be rendered forthwith if the pleadings, depositions^ answ^s to 
intemogatories, and admissions on 51e, together with the affidavits, if any, show that 
there is no genuine issue as to any material fact and that the moving party \i entitled to a 
judgment as a matter of law.**). In contrast, theTeva-Syntex case was dismissed on 
jurisdictional grounds based on Te^a's lack of a reasonable apprehension of suit See 
Teva /, 1 82 F.3d at J 004. Ones the court recognized that it lacked jurisdiction, it 
appropriately refused to 'decide the merits of die case and granted Syatex's motion to 
dismiss. Thus, FDA's textually-based interpretation is entirely .consistent witli its 
detenmination that there was a court decision trigger in Granutec^ but not in dieTeva- 
Syntex case. 

B. FDA's Interpretation is Most Facially Suppostable and Is Coosistenl wids 
Important Policy Goals of jRegUlatory Claris and C^tainty 

The legislative history for the Hatch-Waxman amendments clearly reflects a 
congressional intent to expedite approval of generic drugs and promote competition in the 
drug marketplace, H.R. Ri^. No. 98-857, Ft. 1, 98th Cong., 2d Sess. at 14*15» reprinted 
in 1984U.S.(1C.A13. 2647-48. However, to achieve these policy goals, Congress 
established a regime that depends on ANDA applicants to challenge drug patents to 
enable earlier approval of generic drags and, thereby, pzx>mote competition. Congrass 
clearly believed that ANDA applicants needed art incentive beyond the prospect of earlier 
generic market entry to take on the litigation risks associated with challenging dmg 
patents. This Congressional belief is manifested in the statutory provision for 180-day 
exclusivity under section 505(j)(5)(B)(iv). 



Conshlent with its decision in ihe Gronutte case. FDA*5 interpretation docs not dentfnd, and ihe afoncy 
does not inlend to limit its seopi to, court decisrons following a EiitJ trial. 'V^t statutory lansuBge ''decision 
ora court" in section SOS0)(5}[BX)v)(ll} does nol requira such a narrow reading; nor docs the l^islative 
history s^ear lo indicate Congressional intent for the language lo be read in such a manner, 
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A relatively broad interpretation of the court decision trigger, such as the estoppel 
standard, makes jt easier to trigger IgO-day exclusivity. In any specific case, this may 
speed approval of subsequent ANDA appilcanis and, therefore, competition in the 
marketplace. However, a relatively broad trigger for 180-day exclusivity could diminish 
the value of 1 60-day exclusivity to ANDA applicants, and thus it might also xeduco the 
incentive for ANDA applicants to chailengs an innovators patents. A relatively narrow 
interpretation, such as the "holding-on-the-merits" standard, may slow approval of 
subsequent ANDAs and competitian in a ^ecific case. Jt could, however, make 
exclusivity more valuable, and thus make patent challenges more common overall. In 
any event, the legislative history offm little if any guidance as to which inteipretalion 
Congress mjglit have prefened, and thus it is appropriate to apply the interpretation most 
consistent with the plain language of the provision. See, e.g., Teva, 410 F.3d at 54. 

In the absence of clear Congressional intc^nt to promote another policy objectiyei 
the agency considers clarity and certainty of (aiUcal importance. Because of the huge 
financial consequences that result from gaining or losing six months of ANDA marketing 
exclusivity, drug companies have creatively construed the FDCA and relevant court 
decisions to gain whatever marketing advantage they can. This dynamic is demonstrated 
with remarkable clarity by Apotex's and Teva's having taken legal positions with respect 
to the Apotex-Bristol dismissal that are diametrically opposed to their positions hi the 
original Teva litigation during 1999 and 2000. This clrange of positions is not surprising 
because their roles are reversed: with respect to pravastatin, th^ each occupy the seat 
the other occupied with respect to ticJopidine. Indeed^ the parties* (as well as the Generic 
Pharmaceutical Association's) disparate policy arguments for and against easier 
triggering at different times underscores that there maybe no clearly preftoble position 
ftom a policy perspective. See, #.^„ TeyaPharms, VSA, Jnc, v. FDA^ No, 05-1469 
(D.D.C.) (0pp. of Intervenor-Defendant Apotex Inc. to Mot. of Generic Pharmaceutical 
Ass'n for Leave to File Brief as Amicus Curiae^ at 2-4, filed Sept. 9, 2005) (noting that 
the Generic Pharmaceutical Association has made policy arguments both for arid against 
a broad interpretation of the court decision trigger in di^erent cases). 

The stipulated order dismissing the Apotex-Bristol case could reasonably be 
viewed as an effort to tailor a dismissal order to satisfy the estoppel standard discussed in 
Teva /. It includes a statement on its ti^e that Bristol had conunitted not to sue Apotex 
for patent inlringemerst It expressly states that Ae case is dismissed for Lack of subject 
matter jurisdiction on the basis of Bristol's assurances. Nevertheless, Teva challenged 
the agency's determination on multiple grounds, including whether Bristol's statements 
had estoppel eHect and whether the order constiUited a decision of a court as a matter of 
federal civil procedure law.* 



^ The agency's brief on oppoat to the Teva lU court indicates the polcatiafly myriad complexities of 
atlempling to apply an esioppel-twsed standsrd; 

The considetacions thai the discrici court's decision make crucial * whether the dismissal for lack 
of Jurisdiotien resuUed from a motion or a stipulation, whether the dismissal was effected uoder 
one prdeedural ni!e or another, whether the dismissal recites that the couM found "good cause" fbr 
it, whether the court considered papers beyond Uie motion or stipulation itself, whether Uie eoun 

■ 
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PDA's experience suggests t)»l drug companies will oonlinue to litigate over 
exclusivity issues whenever (he potential fintnciai rewards are sufficiently lugh. Were 
FDA to adopt a standard ]ess objective and clear than the *'holding-onrthe-merits'* 
standard. Ae opportuniti^ for disputes regarding the tripping of the court decision trigger 
would increase. Further, it seeras reasonable to assume that applicants are more likely to 
conclude that their chances of success in court are belter in cases concerning patentee 
estoppel because of FDA's lack of expertise on this issue. 

It is Fn the public's interest^ as well as FDA's own interest, to have ^cluslvity 
triggering determinations governed by a legal regime that is clear and easily 
administered. Bncoiiraging high]y*interestcd and well-Jinanced litigants to pursue ever- 
finer distinctions, ever ferther removed from the language of the statute and from its 
purposes, does not advance the public's interest. It ofFers no guarantee of more rapid 
generic dirug approvals, only a high likelihood of delay due to litigation, and the prospect 
thai this area of law will remain unnecessarily unstable, thus undermining marketplace 
certainty and interfering with business planning and investment. 

C Application of FDA's Interpretation to the Apolex-Bristol Dismissal 

Under FDA's inteipreution, it is clear that the July 23, 2004, stipulated order 
dismissing the Apotex-Bristol declaratory Judgment action is not a court decision 
"holding** that the subject patents are invalid, not infringed, or unenforceable. Nowhere 
on the face of the order is there such a detennination by the court regarding any of the 
patents at issue. Even if Bristol's assurances to Apotcx, incorporated into the dismissal 
order» were later determined by a court to estop Bristol iSxim suing Apotex for . 
infringement, the July 23, 2004 dismissal itself does not contain a holding on the merits 
of patent invalidity, noninfringement, or unen&rceabili^ — the issues specified by 
Congress in the statute (and FDA by regulation), Indeed, the dismissal order makes clear 
that the case was dismissed for procedural reasons (lack of subject matter junsdicdon) • 
based on Bristol's representations without a holding on the merits of Apotex's 
declaratory judgment patent claims. 

FDA has thus concluded that 180-day exclusivity for pravastatin was not 
triggered by the July 23, 2004 dismissal. Absent a material change tn circumstances, 
FDA intends to approve only those ANDAs eligible for ISO-day exclusivity for 
pravastatin when the '227 patent (including its period of pediatric exclusivity) expires on 
April 20, 2006. Approvals of all other pravastatin AMDAs will be delayed for 180 days 
afler exclusivity has been triggered.'*^ 



hcfd a hearing, intf the like . . . but no retationslup either to whether the dccf^ion "hotdfs] the 
piicnl ... to be invalid or not iniHnsed*' .... 

Br. for the Federal AppelUnts at 54 (fl)ed Dec. 22, 2003). 

'^ Apoiex Bsseiied that ihe Apoiex-Bristol dismissal spph'ed to the ! mg, 20 mg, «t0 mg, and 80 ing 
strengths of pravasutin. Because FDA has determined that the Apotex-Bristol dismisSDl docs not qualify 

•14 
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m. Conclusion 

FDA Interprets the court decision Idgger provision to require a decision of a court 
that on its face evidences a holding on the merits of patent noninfiingement, invalidity, or 
unenforceability. The July 23, 2004, Apol^-Bristol dismissal does AOt ccmlsuasuch a 
holding. FDA therefore denies Apotex's request for an agency determination that 160* 
day exclusivity fbr pravastatin has been triggered and lun. 

Sincerely, 

Gary Buehler 

Director 

Office of Generic Drugs 

Center for Drug Bvaluadon and Hesearch 



OS A court ddcision trigger for any strength orpravasiaiin, FDA need not decide (and this decision should 
not be construed es deciding) whether the dismlssa] order encompossed all four strengths. 
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UNITED STATES DISTRICT COURT 
DISTRICT OF NEW JERSEY 



GLAXO GROUP LIMITED, and 
SMITHKLINE BEECHAM CORPORATION 



Plaintiff 



V. 



APOTEX, INC.. 



Defendant 



Civil Action No. 05-307 (JLL) 

Honorable Jose L. Linares, U.S.D.J. 
Honorable Ronald J. Hedges, U.S.M J. 



STIPULATION OF DISMISSAL PURSUANT TO FED.R.C1V.P. 41 

Pursuant to the parties' Covenant Not to Sue and Stipulation of N(»t-infnngement (the 
"Agreement"), incorporated by reference herein, the parties, by their undersigned attorneys, 



stipulate and agree to the dismissal of this action with prejudice, as follows: 



X 



■ 

age 1 l)6-xv-0J 8 
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WHEREAS, pursuant to the Agreement, Plaintiffs Glaxo Group Limited and 

SmithKUne Beecbam Corporation (collectively ^'GiaxoSmithKline'O stipulate and agree that the 
ondansetron hydrochloride tablets that are the subject of and described in Apotex Inc/s ANDA 
No. 77-306 do not infringe, and if imported, manufactured, used, sold or offered for sale in the 
United States would not infringe, any claim of GIaxoSmi1hKIine*s U.S, Patent No. 5,344,658 

("the '658 patent"); and 

WHEREAS, GlaxoSmiffiKline has represented that it will not sue Apotex for 
infringement of the '658 patent based on the impoztatlon, manufacture, use, sale or offer for sale 
of ondansetron hydrochloride tablets that are the subject of and described in ANDA No. 77-306; 

and 

WHEREAS, Apotex agrees that it will not seek a declaratory judgment declaring 

claims of the *658 patent to be invalid unless GlaxoSmithKline asserts a claim against Apotex 
for allegedly infringing one or more claims of die '658 patent, in which case Apotex retains the 
right to assert any and all invalidity defenses and claims it has vrith respect to the '658 patent, as 
well as its right to raise this Agreement as a defense in response to any such infringement action 
by GlaxoSmithKline; 

THEREFORE, based on the referenced Agreement, the parties, by their 
undersigned attorneys, hereby stipulate and agree to the dismissal of the parties* respective 
claims and countetx;laims with prejudice. Each party shall bear its ovm costs, expenses and 



attorneys' fees. 
Dated: May/?, 2005 



Dated: May (1,2005 



Robert A. White (RW-6063) 
MORGAN, LEWIS & BOCKIUS, LLP 




fbhnHbrsinger(JH- 
Vanessa R. Elliott (VE-4752) 
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ABSTRACT 



The invention relates to a process for reducing the crys- 
tal size of ondansetron hydrochloride dihydrate pro- 
duced by crystallisation from solvent to a size which is 
suitable for effective distribution in a tablet blend, in 
particular 100% less that 250 |un. The ondansetron 
hydrochloride dihydrate is desolvated by drying at 
elevated temperature and reduced or atmo^heric pres- 
sure and is then rehydrated. 

10 Qaims, No Drawings 
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dansetron hydiochloride dihydrate caused screen 
PROCESS AND COMPOSITION USING blockage of coarse and fme screens. Furthermore, al- 

ONDANSETRON though ondamctron hydrochloride dihydrate of parti- 

cle size <250 fun can be obtained by passing the sub- 

This application is a continuation of application Ser. S stance through a 60 mesh sieve (as described, for exam- 
No. 07/755,736, filed Sep. 6, 1991 now abandoned, pie, in UK Patent No. 2153821B), this method is not 
which is a continuation of application Ser. No. commercially viable. 
07/544,644, filed Jun. 27, 1990, now abandoned. We have now found e process which reduces the 

This invention relates to a process for reducing the crystal size of ondansetron hydrochloride dihydrate 
crystal size of ondansetron hydrochloride dihydrate- 10 produced by simple crystallisation from solvent (more 
More particularly the process involves desolvation and particularly aqueous solvent mixtures) to a size which is 
resolA^on. suitable for effective distribution of die drug substance 

Reduction of crystal size through solvation and -^ ^^ tablet blend, 
desolvation has been described previously, for instance -yIois the invention provides a process for reducing 

for the wmpoimd griseofiIl^dn (JL Sekiguchi et al., 15 the crystal size of ondansetron hydrochloride dihydrate 
Chm. Pharm. Bull.. 1968 16, 2495-25<Xi). Various ^^^^^^ ^ ^ j^ crystallisation from solvent, more 
techmques may be employed to efiect desolvation such particuUirly an aqueous solvent mixture, to a size which 
as drymg at an deviUed temperature and under vacumn, ^^ g^^able for effective distribution in a tablet blend, 
drymg at an elevated ^perature and at atmosphenc which comprises desolvating the said drug substance by 
pressure, drymg at ambient temperature under a high 20 drying at an elevated tempSiture and reduced or atmo- 
vacumn, freezc-drymg, or drymg over a desiccant ^^J^ ^^ theniehydrating the ondansetron 

However, the precise conditions of desolvation consid- hvdroddoride so formed, 
^bly affect the efficiency of the reduction in crystal ^jt is possible by means of the process according to the 

rLj— ,»*.^ *u .«.-j r* 1 1 ^ o . ^^u ^- invention to reduce the crystal size of ondansetron hy- 

drSSaS^S^USStJ^^ ^ dr^oridedihydra^to^ 

4H-carbazd[-4^ne. is a higtiTy selective aid potJit an- ^ubstence coi«^te of parbch« of asufficiendy am^sae 

t£ionist of 5-hydroxytrStomine (WH) ^ S-HTa (^e. less than 250 pin. of which typic^^ 

recaptots. Ondansetron, together ^kih its physiologi. ^^^* f « ^J^^ ^^ ^ *° S*7^f ^S^^T 

cally acceptable salts and solvetea, is described and 30 dismbution of die drag sitetan^^ 

clahned in British Patent No. 2153821B. and may be Pref^^ly, die ondansetron hydrocMonde dihydrate 

used in die treatment of a variety of conditions, indud- "^^^^ ^V crystalhsation fe d^lvated by heatmg at a 

ing die nausea and vomiting induced by cancer chemo- temperature greater dien 40* C (e.g. 50 C) and at 

dicrapy and radiodierapy (as described, for example, in l^'^'^^ Pressure (e.g. 200 tort or less) for more dian 8 

European Patent Spedfication No. 226266A). 35 °^"^ Alternatively, die ondansetron hydrochlonde 

The preferred form of ondansetron for pharmaceuti- dihydrate obtained by crystallisation may be desolvated 
cal formulation is the hydrochloride dihydrate- On- *^ ambient pressure by heating at a temperature of 50" 
dansetron hydrochloride dihydrate may be presented in ^ ^r above (more preferably 100* C). 
a variety of formulations, one of which is as tablets for ^^^ preferably, ondansetron hydrochlonde dihy- 

oral administiation, when particularly suitable unit 40 drate obtained by crystallisation is desolvated by hea^ 
doses of die drug substance for die treatment of emesis ing at 50" C at a pressure of 100 tort for 24 hours, 
are 5 mg and 10 mg. '^^ desolvation process may be carried out with or 

In the tablet manufecturing process, ondansetron without mechanical agitation, 
hydrochloride dihydrate is blended with suitable excipi- Th« resultant ondansetron hydrochloride of reduced 

ents, and the blend is then compressed into tablets. 45 crystal size is then rehydrated. for example, by placing 

Since a low dose of drug substance per tablet is re- it in a humidified atmosphere of, for example, air or 
quired, for example, 5 mg of ondansetron hydrochloride nitrogen, at ambient temperature. Rehydration will 
dihydrate in a tablet of 125 mg compression wei^t, the generally be continued until there is no further gam in 
distribution of the drug substance in the blend is critical weight 

in obtaining individual tablets with the correct drug 50 According to another aspect, the invention provides 
content Uniform drug distribution in the tablet blend crystalline ondansetron hydrochloride dehydrate cha- 
may be achieved using drug substance of appropriate racterised in that 100% of the crystals have a size of less 
particle size. However, the ondansetron hydrochloride than ISOym and at least 80% by weight of the crystals 
dihydrate obtained by methods described in the art, i.e. have a crystal size of less than 63 pm (as measured by 
that obtained by simple crystallisation from an aqueous 55 air-jet sieve analysis). 

solvent mixture with subsequent drying st ambient tern- According to a yet further aspect, the invention pro- 

perature and pressure contains particles which are too vides a pharmaceutical composition in the form of tab- 
large O.e. >2S0 pan) to give an homogeneous distribu- lets containing crystalline ondansetron hydrochloride 
tion of the drug substance in the tablet blend. Indeed if dihydrate as active ingredient characterised in that 
crystalline ondansetron hydrochloride dihydrate pro- 60 100% of the ondansetron hydrochloride dihydrate crys- 
duced by such conventional methods were used in tab- tals have a size less than 250 pun and at least 80% by 
let manufacture, the tablets so produced would not weight of the crystals have a crystal size of less than 63 
possess an acceptable drug content which, for a 5 mg fun (as measured by air-jet sieve analysis). Generally 
tablet, is 5 mg±0.25 mg of ondansetron hydrochloride the composition wOl contain at least one physiologi- 
dihydrate. 65 cally acceptable carrier or excipient 

Attempts to mill crystals of ondansetron hydrochlo- The invention is illus^ated by the following exam- 

ride dihydrate to reduce their particle size have proved pies. Temperatures are in " C Crystal size was mea- 
unsuccessful, for example, comminution nulling of on- sured by air-jet sieve analysis. 
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EXAMPLE 1 

1.2,3>Tetrahydro-9-methyl-3.[(2-inethyl-lH-imidazol- 

l-yl)methyi]-4H-caibazo!-4-one hydrochloride 
dihydrate wherdn the crystals are less than 250 ^un 

A solution of l,2,3,9-tetrahydro-9-methyl-3-[(2-meth- 
yl-lH*iimdezol-l-yl)methyl]-4H-caibazol-4-one (147 g) 
in a mixture of isopropanol (670 mc), water (250 nu) and 
glacial acetic acid (76 mt) at ca. 60* was clarified by 
filtration and diluted with more water (61 nu) and iso- 
propanol (650 mt). The solution was treated at 70* with 
36%w/w hydrochloric acid (46 nu) and cooled to ca. 
5*. The resulting suspension was filtered and the filtered 
solid was washed by displacement with isopropanol i^ 
(600 nu) to give a solvent wet solid (269 g). A portion of 
this solid (91 g) was dried at ca. 50* and 200 torr for ca. 
16h to give a solid (55 g). 

A portion of the dried solid (26 g) was placed in a 
current of humidified air at ambient temperature until 
there was no fiirther gam m weight and the title com- 
pound (29 g) was obtained. 

Particle Size Distribution of Title Compound 



20 



25 



SizeOun) 



Cumulative % Undersize (by weight) 



45 


43.4 


63 


83.7 


90 


97.6 


125 


98.4 


180 


99.6 


250 


100.0 




EXAMPLE 2 



30 



35 

1.2,3,9-Tetrahydro-9-methyl-3-[(2-methyl-lH-imidazol- 

l-yl)methyl]-4H-carba2ol-4-one hydrochloride 
dihydrate wherein the crystals are less than 250 /im 

The previous preparation was repeated except that 40 
, after collection by filtration the solid was dried at ambi- 
ent temperature and pressure to give large crystals 
(>45% by weight of crystals larger than 250 /un) of 
l,2,3,9-tetrahydro-9-methyl-3-[(2-methyl-lH.imidazol- 
l-yl)methyl]-4H-carbazol-4-one hydrochloride dihy- *^ 
drate. 

Particle Size Distribution of "Large Crystals" 



Size(fim) 



Cumulative % Undersize (by weight) 



45 
63 
90 



47.6 
94.8 

loao 



EXAMPLES 

l,2,3,9-Tetrahydro-9-methyl-3-[(2-methyHH.imida2ol- 

I-yl)methyl]-4H-carbazol-4-one hydrochloride 
dehydrate wherein the crystals are less than 250 |mi 

l,2,3,9-Tctrahydro-9-methyl-3-[(2-methyl.lH- 
imidazol- l-yl)methyl]-4H-carbazol-4-one hydrodxlo- 
ride dihydrate obtained by crystallisation from a solvent 
was dried at 52* and 100 torr for 24 h and then rehy- 
drated to give the title compound. 

Panicle Size Distribution of Title Compound 



SizeOun) 



Cumulative % Undersize (by weight) 



45 


44.3 


63 


83.2 


90 


97.0 


125 


98.8 


180 


99.8 


250 


loao 




EXAMPLE 4 



1.2,3,9-Tetrahydro-9-methyl-3-[(2-methyl-lH-imidazol- 

l-yl)methyl]-4H-carbazol-4-one hydrochloride 

dihydrate wherein the crystals are less than 90 }im 

l,23.9-Tetrahydro-9-methyl-3-[(2-methyl-lH- 
miidazol*l-yl)methyl]-4H-carbazol-4-one hydrochlo- 
ride dihydrate obtained by crystallisation from a solvent 
was dried at 48* and 100 torr for 24 h and then rehy- 
drated to give the tide compound. 

Particle Size Distribudon of Title Compound 



Size^un) 



Cumulative % Undersize 



45 
63 
90 



49.0 
92.4 

loao 



SizeOun) 



Cumulative % Undersize (by weight) 



50 



45 

63 

90 

125 

180 

250 

355 

500 

710 

1000 



5.8 
9.8 
20.8 
26.7 
37.8 
50.6 
71.5 
9a9 
98.4 
98.6 



55 



60 



A sample of this solid (26.9 g) was dried at ambient 
pressure and 100* for ca. 17 h during which period the 
weight of the sample was reduced to 24.3 g. The sample 
was then exposed to ambient temperatures and humidi- ^5 
ties until it had regained its original weight to afford the 
title compound. 
Particle Size Distribution of Title Compound 



I claim: 

1. A process for leducing the crystal size of ondanse- 
tron hydrochloride dihydrate produced by crystallisa- 
tion from solvent, in which said ondansetron hydro- 
chloride dihydrate is desolvated by drying at elevated 
temperature and reduced or atmospheric pressure and is 
then rehydrated, wherein the resulting crystals are suit- 
able for homogeneous distribution in a tablet blend, and 
wherein 100% of the resulting crystals have a size of 
less than 250 fun and at least about 80% by weight of 
the crystals have a size of less than 63 pan. 

2. A process according to claim 1, in which said on- 
dansetron hydrochloride dihydrate is prepared by crys- 
tallisadon from an aqueous solvent mixture. 

3. A process according to claim 1, in whidi said on- 
dansetron hydrodiloride dihydrate is desolvated by 
heating at a temperature greater than 40* C and at 
reduced pressure for more than 8 hours. 

4. A process according to claim 3, in which said on- 
dansetron hydrochloride dihydrate is desolvated by 
heating at a temperature of about 50' C. at a pressure of 
about 100 torr for about 24 hours. 
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5. A process according to claim 1, in which said on- 
dansetron hydrochloride dihydrate is desolvated by 
heating at a temperature of SO* C or above at amlnent 
pressure. 

6. A process according to claim 5, in which said tem- 
perature is about 100* C 

7. A process according to claim 1, m which said on- 
dansetron hydrochloride dihydrate is rehydrated m a 
humidified atmosphere at ambient temperature. 

8. Crystalline ondansetrcm hydrochloride dihydrate 
in which 100% of the crystals have a size of less than 



10 



250 fim and at least about 80% by weight of the crystals 
have a size of less than 63 fun. 

9. A pharmaceutical composition in the form of tab- 
lets containing crystalline ondansetron hydrochloride 
dihydrate as active ingredient, m which 100% of said 
ondansetron hydrochloride dihydrate crystals have a 
size less than 250 lun and at least about 80% by weight 
of said crystals have a size less than 63 paxL 

10. A pharmaceutical composition according to claim 

9, in which each tablet has a nominal content of active 

ingredient which is 5 mg or 10 mg. 

« « * * « 
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IN THE UNITED STATES DISTRICT COURT 
FOR THE DISTRICT OF COLUMBIA 



APOTEX INC. 

Plaintiff, 

V, 

FOOD AND DRUG ADMINISTRATION, et al 
Defendants. 



Case No. 



DECLARATION OF TAMMY MCINTIRE 

I, TAMMY MCINTIRE, declare as follows: 

1. 1 am the President of Apotex Corp., which is located in Weston, Florida. Apotex 
Corp. is die United States marketing and sales affiliate for Apotex Inc.» a Canadian-based 
pliannaceutical company that develops and manufactures affordable generic medicines. For 
convenience and clarity, I will refer to Apotex Inc. and Apotex Coxp. collectively in this 
Declaration as "Apotex." 

2. I have personal knowledge of the facts set forth herein, or believe them to be true 
based on my experience in tlie pharmaceutical industry and information 1 have received in the 
course of my duties, and am competent to testily to the same. 

3. I submit tliis Declaration in support of Apotex*s motion for temporary restraining 
order and/or preliminary injunction. 

4. In my current position, I am personally involved in the introduction and 
promotion of new generic drug products for the United States market. 1 api femiliar witli the 
considerable benefits and advantages of so-called "180-day exclusivity," which generally allows 
one generic company to market and sell its product without other generic competition for 180 
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days. This exclusive "first-mover advantage" generates significant tangible benefits such as 
enduring market share, increased sales across all product lines, and higher profit margins, as well 
as intangible benefits such as improved market position, customer goodwill, and reputation. 

5. I am also well aware of the considerable disadvantages and irreparable hann tliat 
a company suffers when its approval is delayed by i 80-day exclusivity that is improperly granted 
to another company. These losses include, but are not limited to: significant lost profits and 
sales across all product lines; an accompanying decrease in overall maricet share; decreased 
access to important customers; loss of customer goodwill; and diminished reputation— all of 
which prevent a company firom effectively competing in the ultra-competitive generic drug 
Indus Uy. 

6. In short, it is virtually impossible for late-comers to the market to ovwcome the 
lastmg benefits of the first-mover advantage. That is precisely the irreparable harm that Apotex 
will suffer if Doctor Reddy's Laboratories ("DRL") or anotiier applicant is able to launch its 
ondansetron product before this dispute is decided and thus enjoy a period of exclusivity to 
which it may not be entitled. 

Zofran® (ondansetron hydrochloride) 

7. GlaxoSmithKHne ("GSK") currently markets Zofiran^ (ondansetron 
hydrochloride) tablets, in 4 mg, 8 mg, and 24 mg strengths, in the United States for the 
prevention of nausea and vomiting associated with chemotherapy. 

8. Zofiran® is a very lucrative drug for OSK, witli woridwide sales from September 
2004 to September 2005 exceeding $712 million (USD), According to IMS Health, an industry- 
recognized source in the pharaiaceutical market, OSK's total Zofran*^ sales for 2005 in the 
United States alone were $630,359,000 (USD). 
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Apotex^s Ondansetron Tablet ANDA 

9. Apotex has spent considerable suras developing a generic ondansetron 
hydrochloride tablet product for eventual sale in the United States, including compiling the 
information required to submit an abbreviated new drug application ("ANDA"*) to the Food and 
Drug Administration ("FDA"), Apotex's ANDA contains a "Paragraph IV" certification, stating 
that Apotex's product will not infringe GSK's U.S. Patent No. 5,344,658, or that the patent is 
invalid or unenforceable. It is my understanding that Apotex has manufactured and/or purchased 
ondansetron active pharmaceutical ingredient ("API") for a commercial launcli of its product. It 
is also my understanding that Apotex lias already manufactured ondansetron tablets in 
anticipation of a commercial launch of its product 

Other Generic Ondansetron Tablet ANDAs 

10. Based on publicly available information, it is my understanding at least eight (8) 
otlier comparues have filed ANDAs seeking approval to market a generic versions of Zofiran^ 
tablets. It is also my understanding that at least two (2) of these companies, including Apotex 
and DRL, have filed ANDAs containmg a Paragraidi IV certification to the *658 patent. To date, 
FDA has not approved any generic ondansetron tablet ANDAs. 

11. It is my understanding that DRL or smother applicant claims to have 180-day 
exclusivity as to ondansetron tablets arising out of a Paragraph IV certification to the *658 patent 
It further is my understanding that FDA cannot grant final approval of any ondansetron tablet 
ANDA until at least December 24, 2006, when the pediatric exclusivity for GSK's U.S. Patent 
No. 4,753,789 expires. 

12. GSK sued Apotex for infringement of the '658 patent in the U.S. District Court 
for the District of New Jersey. It is my understanding that on May 25, 2005, the Court issued a 
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decision dismissing the case witli prejudice based on GSK's concession that Apotex's ANDA 
product would not infringe the '658 patent. 

13. It also is my understanding that Apotex contacted FDA to confinn that this 
decision triggered any generic exclusivity that would be awarded for ondansetron tablets^ and 
that Apotex*s ANDA would be eligible for final approval when the pediatric exclusivity expires 
for the '789 patent ^phes on December 24» 2006. I further understand that, by letter dated 
November 3, 2006, FDA denied Apotex's request, stating tliat the May 25, 2005 order did not 
trigger any 180-day exclusivity for ondansetron that may arise from another ANDA applicant's 
paragraph IV certification to the '658 patent. 

14. It is my understanding that, according to FDA*s decision, if another Paragrafdi IV 
applicant receives generic exclusivity, Apotex will not be eligible for approval when the 
pediatric exclusivity expires for the '789 patent on December 24, 2006. 

Irreparable Harm to Apotex 

15. As an initial matter, if Apotex is delayed and DRL or another applicant is 
permitted to launch its product with 1 80-day exclusivity, the long-term financial losses to Apotex 
will be substantial and unrecoverable, even if Apotex is successfiil on the merits of this litigation. 

16. My experience with other drug products has shown that there are considerable — 
often incalculable — benefits to receiving 180-day exclusivity and being the first generic entrant 
to tlie market. Tlie first-mover (such as DRL, here) establishes market dominance that is nearly 
impossible for other, subsequent entrants like Apotex to overcome. The period of 180-day 
exclusivity also allows the first-mover to recover its investment and earn profits prior to others 
entering tlie maricet, all of which can then be used for developing and marketing new products. 
Conversely, subsequent entrants to the market, like Apotex here, find it difficult to find 
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prospective customers, much less recoup product investments and obtain any significant market 
share. 

17. I have analyzed the potential market share for generic ondansetron tablets during 
the first 12 months of competition with Zofran"^ based on IMS data showing Zo&an*^'s U.S. sales 
from 2004 and 2005. If Apotex were allowed to launch as soon as the period of pediatric 
exclusivity expires on December 24, 2006, Apotex projects tliat it will earn at least $12.28 

■ 

million in net sales in the first 12 months of generic ondansetron competition, assummg a 
simultaneous launch by the other tentatively approved applicants. 

IS. On the other hand, if DRL or another applicant is allowed to launch with six 
months of exclusivity prior to all subsequent applicants, Apotex projects that it will earn no more 
tlian approximately $486,679 in net sales in the first 12 months of generic ondansetron 
competition. This translates into a total aixi unrecoverable loss of at least S 1 1 .7 millicm in net 
sales. 

19. Apotex Inc. already has ordered ondansetron API in order to produce and 
formulate the necessary amount of ondansetron tablets required for a product launch. In the 
event DRL or another applicant is allowed to launch with six months of exclusivity prior to all 
subsequent applicants, Apotex would not recoup its development and API investments and costs 
associated with the product. 

20. It is my understanding that Apotex has no remedy against FDA to recover 
Apotex's losses, including Apotex's investments and projected lost sales, if another applicant is 
allowed to commercially launch vnth exclusivity while this litigation is still pending. This is true 
even if Apotex prevails on the merits. 
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21. Furthermore^ the effects of an exclusive launch extends well beyond the 
unrecoverable loss of sales, market share, profits, and investments. This is because the first 
company to commercially market a generic drug product generally reaps a long-term benefit that 
extends well beyond the period of time when it may have the only FDA-approved generic 
product Tills occurs becaxise the first company to reach the marketplace in essence fills the 
pipeline and is able to enter into long-t^m contracts with most, if not all, of the major customers. 
In other words, if DRL or another applicant is first to hit the market alone, it will be able to tie up 
valuable distribution channels so that, even after the six-month head-start, the loss of access to 
major customers would still foreclose Apotex from effectively competing in the ondans^ron 
tablet market. 

22. Apart from the lost opportunity for ondansetron tablet sales (at least $ 11.7 
million during the first year of generic ondansetron sales alone) and decreased access to major 
customers, Apotex also would lose sai^ across all of its other generic product lines. When 
companies have the opportunity to exclusively launch a unique blockbuster drug such as a 
generic equivalent to Zofran*'^ tablets, they have significant leverage to sell other products that 
they manufacture. The presence of an exclusive blockbuster in the product line is perhaps the 
single most effective way to increase sales across all product lines. Conversely, subsequent 
entrants to the market like Apotex have no sudi leverage. This leads to a loss of market share 
across all products, which is also irreparable. 

23. Apotex's ondansetron tablet products are significant not only for Apotex, but for 
its customers. Apotex's image as an important supplier of generic pharmaceuticals has been 
established over tlie years due to its ability to bring lower-cost alternatives of important 
medicines, such as ondansetron tablets, to the market. If Apotex is forced to delay the sale of its 
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ondansetron tablet products, Apotex would suffer not only a financial loss in terms of sales, but 
also a significant loss of goodwill in the eyes of its customers. This loss of goodwill could 
potentially adversely impact sales of other generic products Apotex sells to its custoxneis today 
and in the iuture. 

24. It is also imperative that Apotex obtain the relief it seeks as soon as possible. It is 
my understanding that other applicants who claim to have exclusivity are already pre-selling and 
marketing their generic products to major customers on the basis that they will be the only 
available generic products on December 24» 2006. Apotex, too, needs to be able top prc-sell and 
pre-market its products as well before all major customers and distribution channels are tied up, 
and there is no appreciable market sh^e left, 

CoDclusion 

25. In sum, if an applicant exclusively launches its ondansetron tablet product befbre 
this dispute is decided, Apotex will ureparably lose sales of at least $ 11.7 million, significant 
market share for this and other products^ and indeed its entire ondansetron investment, as well as 
customer goodwill and access to major customers. It would also irreparably damage Apotex*s 
ability to compete in the ultra<ompetitive U.S. market. 

Dated: November 6, 2006 
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I, TAMMY MCINTIRE, hereby declare, under penalty of perjury under 
28 U.S.C. § 1746 and the laws of the United States of America, that the Foregomg 
Oeclorttlion is true and correct. 




IrMlAf ' 
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IN THE UNITED STATES DISTRICT COURT 
FOR THE DISTRICT OF COLUMBIA 



APOTEX INC. 

Plaintiff, 

V. 

FOOD AND DRUG ADMINISTRATION, et al 
Defendants. 



Case No. 06-627 (JDB) 



DECLARATION OF TAMMY L, MCINTIRE 

I, TAMMY L. MCINTIRE, declare as follows: 

1. I am the President of Apotex Corp., which is located in Weston, Florida. Apotex 
Corp. is the United States marketing and sales affiliate for Apotex Inc., a Canadian-based 
pharmaceutical company that develops and manufactures affordable generic medicines. For 
convenience and clarity, I will refer to Apotex Inc. and Apotex Corp. collectively in this 
Declaration as "Apotex." 

2. I have personal knowledge of the facts set forth herein, or believe them to be true 
based on my experience in the pharmaceutical industry and information I have received in the 
course of my duties, and am competent to testify to the same. 

3. I submit this Declaration in support of Apotex's motion for temporary restraining 
order and/or preliminary injunction. 

4. In my current position, I am personally involved in the introduction and 
promotion of new generic drug products for the United States market. I am familiar with the 
considerable benefits and advantages of so-called "180-day exclusivity," which generally allows 
one generic company to market and sell its product without other generic competition for 1 80 
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days. This exclusive "first-mover advantage" generates significant tangible benefits such as 
enduring market share, increased sales across all product lines, and higher profit margins, as well 
as intangible benefits such as improved market position, customer goodwill, and reputation, 

5. I am also well aware of the considerable disadvantages and irreparable harm that 
a company suffers when its approval is delayed by 180-day exclusivity that is improperly granted 
to another company. These losses include, but are not limited to: significant lost profits and 
sales across all product lines; an accompanying decrease in overall market share; decreased 
access to important customers; loss of customer goodwill; and diminished reputation — all of 
which prevent a company from effectively competing in the ultra-competitive generic drug 

industry. 

6. In short, it is virtually impossible for late-comers to the market to overcome the 
lasting benefits of the first-mover advantage. That is precisely the irreparable harm that Apotex 
will suffer if Teva and Ranbaxy are allowed to launch their pravastatin sodium products before 
this dispute is decided and thus enjoy a period of exclusivity to which neither may be entitled. 

Pravachol® (Pravastatin Sodium) 

7. Bristol-Myers Squibb Company ("BMS") currently markets Pravachol® 
(pravastatin sodium) tablets, in 10 mg, 20 mg, 40 mg, and 80 mg strengths, in the United States 
for the treatment of heart disease. 

8. Pravachol® is a very lucrative drug for BMS, with worldwide sales in 2005 
exceeding $2.25 billion (USD). According to IMS Health, an industry-recognized source in the 
pharmaceutical market, BMS's total Pravachol® sales for 2005 in the United States alone were 
$1.7 billion (USD). 
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Apotex's Pravastatin ANDA 

9. Apotex has spent considerable sums developing a generic pravastatin tablet 
product for eventual sale in the United States, including compiling the information required to 
submit an abbreviated new drug application ("ANDA") to the Food and Drug Administration 
("FDA"). To date, it is my understanding that Apotex has manufactured over 2000 kilograms of 
pravastatin active pharmaceutical ingredient ("API"), with an estimated worth of over $6 million, 
for a commercial launch of its product. 

Other Generic Pravastatin AND As 

10. Based on publicly available information, at least seven other companies, including 
Teva and Ranbaxy, have filed ANDAs with FDA seeking approval to market generic versions of 
Pravachol®. To date, FDA has not approved any generic pravastatin ANDAs. 

11. It is my understanding that, on April 11, 2006, FDA issued an administrative 
ruling determining that one or more parties is entitled to 180-day exclusivity for pravastatin 
tablets, thus preventing Apotex and all other later-filers from going to market for at least six 
months after such first-filers launch. It is my understanding that Teva may have exclusivity as to 
pravastatin 10 mg, 20 mg and 40 mg tablets, and that Ranbaxy claims to have exclusivity as to 
the 80 mg product. It fijrther is my understanding that FDA intends to approve Teva's and 
Ranbaxy's ANDAs, and that both companies intend to commercially launch their generic 
products, on April 20, 2006. Apotex has challenged FDA*s administrative ruling and exclusivity 
determination in this lawsuit. Unless the Court grants injunctive relief, Teva and Ranbaxy could 
enjoy an exclusivity to which neither is entitled. Such a result would unla^yfully deny Apotex 
and others access to the market, thus causing Apotex irretrievable financial losses and other 
unquantifiable harm, even if it ultimately prevails. 
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Irreparable Harm to Apotex 

12. As an initial matter, if Apotex is delayed and Teva and Ranbaxy are permitted to 
launch their products with 180-day exclusivity, the long-term financial losses to Apotex will be 
substantial and unrecoverable, even if Apotex is successful on the merits of this litigation. 

13. My experience with other drug products has shown that there are considerable — 
often incalculable— benefits to receiving 180-day exclusivity and being the first generic entrant 
to the market. The first-mover (such as Teva and Ranbaxy, here) establishes market dominance 
that is nearly impossible for other, subsequent entrants like Apotex to overcome. The period of 
180-day exclusivity also allows the first-mover to recover its investment and earn profits prior to 
others entering the market, all of which can then be used for developing and marketing new 
products. Conversely, subsequent entrants to the market, like Apotex here, find it difficult to 
find prospective customers, much less recoup product investments and obtain any significant 
market share. 

14. I have analyzed the potential market share for generic pravastatin during the first 
12 months of competition with Pravachol® based on IMS data showing Pravachol®'s U.S. sales 
from 2004 and 2005. If Apotex were allowed to launch as soon as the period of pediatric 
exclusivity expires on April 20, 2006, Apotex projects that it will earn at least $10.5 million in 
the first 12 months of generic pravastatin competition, assuming a simultaneous launch by all 
other seven approvable ANDA applicants as well as the authorized generic product. In my 
experience, however, it is more likely that one or more tentatively-approved applicants will be 
unable to launch at that time. Under such circumstances, it is likely that Apotex would actually 
earn substantially more than its projections, and possibly even several times more than that. 
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15. On the other hand, if Teva and Ranbaxy are allowed to launch with six months of 
exclusivity prior to all subsequent applicants, Apotex projects that it will earn no more than 
approximately $600,000 in the first 12 months of generic pravastatin competition. This 
translates into a total and unrecoverable loss of at least $9.9 million in sales. 

16. Moreover, in reliance on FDA's June 28, 2005 administrative ruling, in which the 
Agency determined that no party was eligible for 180-day exclusivity for pravastatin, Apotex' s 
fermentation facility already has manufactured, and Apotex Inc. already has ordered, over $6 
million worth of pravastatin API in order to produce and formulate the necessary amount of 
pravastatin tablets required for a product launch. In the event Teva and Ranbaxy are allowed to 
launch with six months of exclusivity prior to all subsequent applicants, Apotex would not 
recoup its development and API investments and costs associated with the product. 

17. It is my understanding that Apotex has no remedy against FDA to recover 
Apotex's losses, including Apotex's investments and projected lost sales, if Teva and Ranbaxy 
are allowed to commercially launch with exclusivity while this litigation is still pending. This is 
true even if Apotex prevails on the merits. 

18. Furthermore, the effects of an exclusive launch by Teva and Ranbaxy extend well 
beyond the unrecoverable loss of sales, market share, profits, and investments. This is because 
the first company to commercially market a generic drug product generally reaps a long-term 
benefit that extends well beyond the period of time when it may have the only FDA-approved 
generic product. This occurs because the first company to reach the marketplace in essence fills 
the pipeline and is able to enter into long-term contracts with most, if not all, of the major 
customers. In other words, if Teva and Ranbaxy are first to hit the market alone, they will be 
able to tie up valuable distribution channels so that, even after the six-month head-start, the loss 
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of access to major customers would still foreclose Apotex from effectively competing in the 
pravastatin market. 

19. Apart from the lost opportunity for pravastatin sales (at least $9.9 million during 
the first year of generic pravastatin sales alone) and decreased access to major customers, Apotex 
also would lose sales across all of its other generic product lines. When companies like Teva and 
Ranbaxy have the opportunity to exclusively launch a unique blockbuster drug such as a generic 
equivalent to Pravachol® tablets, they have significant leverage to sell other products that they 
manufacture. The presence of an exclusive blockbuster in the product line is perhaps the single 
most effective way to increase sales across all product lines. Conversely, subsequent entrants to 
the market like Apotex have no such leverage. This leads to a loss of market share across all 
products, which is also irreparable. 

20. Apotex's pravastatin products are significant not only for Apotex, but for its 
customers. Apotex's image as an important supplier of generic pharmaceuticals has been 
established over the years due to its ability to bring lower-cost alternatives of important 
medicines, such as pravastatin, to the market If Apotex is forced to delay the sale of its 
pravastatin products, Apotex would suffer not only a financial loss in terms of sales, but also a 
significant loss of goodwill in the eyes of its customers. This loss of goodwill could potentially 
adversely impact sales of other generic products Apotex sells to its customers today and in the 
future. 
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No Harm To Teva or Ranbaxy 

21. It is my understanding that Teva has suggested that it would be harmed by any 
short delay in approval due to another brand product that will be genericized in a matter of a few 
months. It is my understanding that the drug product to which Teva is referring is simvastatin, 
marketed under the brand-name Zocor®, which loses patent protection on June 23, 2006. 
However, simvastatin is a completely different drug product that is not equivalent to pravastatin, 
nor can it be automatically substituted for pravastatin by qualified dispensers and pharmacists. 
There is thus no reason to believe that Teva or Ranbaxy are at risk of losing any significant sales 
of their proposed pravastatin products due to the sale of a competing simvastatin product — 
especially given that simvastatin will not enter the market for at least another two months. 

22. It also is my understanding that Teva has suggested that it would be harmed by 
any short delay in approval due to the launch of an "authorized generic" pravastatin product. An 
"authorized generic" product is the brand drug product itself, manufactured by the brand 
company and approved under the brand's NDA, but sold under a generic label. In this case, it is 
my understanding that BMS's authorized generic arrangement has been publicly known since at 
least February 2006. Notably, however, there is no reason to believe that an authorized generic 
version of Pravachol® will enter the market before Teva or Ranbaxy enter the market. It has 
been my experience that brand companies will permit the launch of an authorized generic version 
of their products only after, or at the same time, that the first ANDA generic enters the market. 
The reasoning is simple. The brand company, such as BMS here, has every incentive to wait 
until the first ANDA generic enters the market before launching its authorized generic product in 
order to preserve the market as long as it can for its higher-priced brand-name product. There is 
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simply no reason to believe, or evidence to suggest, that BMS will act any differently with 
respect to its authorized generic Pravachol® products. 

Conclusion 
23. In sum, if Teva and Ranbaxy exclusively launch their pravastatin products before 
this dispute is decided, Apotex will irreparably lose sales of at least $9.9 million, significant 
market share for this and other products, and indeed its entire pravastatin investment, as well as 
customer goodwill and access to major customers. It would also irreparably damage Apotex's 
ability to compete in the ultra-competitive U.S. market. 
Dated: April 14, 2006 
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I, TAMMY L, MCINTIRE, hereby declare, under penalty of perjury under 
28 U.S,C, § 1746 and the laws of the United States of America, that the foregoing 
Declaration is tnie and correct. 



TAMMY/L. MCINTIRE 
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Rakoczy in support of application to admit counsel pro hac vice# 3 
Statement of out-of-state attorney Siwik in support of application to be 
admitted pro hac vice# 4 Certification of out-of-state attorney Jaang in 
support of application to be admitted pro hac vice# 5 Text of Proposed 
Order admitting counsel pro hac vice)(ELLIOTT, VANESSA) (Entered: 
03/22/2005) 


03/28/2005 


I 


ORDER granting pro hac vice admission as to William a. Rakoczy, 
Christine J. Siwik and Jane J. Jaang on behalf of Apotex, Inc. . Signed by 
Judge Ronald J. Hedges on 3/24/05. Gd, ) (Entered: 03/28/2005) 


03/30/2005 


.8 


Substitution of Attorney - Attorney VANESSA R. ELLIOTT and 
VANESSA R. ELLIOTT for APOTEX, INC. and APOTEX, INC. added. 
Attorney MARGARET M. RAYMOND-FLOOD terminated.. (ELLIOTT, 
VANESSA) (Entered: 03/30/2005) 


04/04/2005 


9 


ORDER Initial Conference set for 5/24/2005 02:00 PM in Newark - 
Courtroom 2C before Magistrate Judge Ronald J. Hedges.. Signed by Judge 
Ronald J. Hedges on 4/4/05. (nm, ) (Entered: 04/04/2005) 


04/11/2005 


10 


REPLY TO ANSWER to Counterclaim by GLAXO GROUP LIMITED, 
SMITHKLINE BEECHAM CORPORATION, GLAXO GROUP 
LIMITED, SMITHKLINE BEECHAM CORPORATION.(WHITE, 
ROBERT) (Entered: 04/1 1/2005) 


04/25/2005 


11 


ORDER grantin % Brian W. Nolan admission pro hac vice on behalf of pltfs. 
Signed by Judge Ronald J. Hedges on 4/25/05. Qd, ) (Entered: 04/25/2005) 


04/25/2005 


12 


ORDER granting Richard C. Pettus admission pro hac vice on behalf of 
pltfs. Signed by Judge Ronald J. Hedges on 4/25/05. (jd, ) (Entered: 
04/25/2005) 


04/25/2005 


13 


ORDER granting Lisa M. Ferri admission pro hac vice on behalf of pltfs. 
Signed by Judge Ronald J. Hedges on 4/25/05. Qd, ) (Entered: 04/25/2005) 


04/25/2005 


14 


ORDER granting Dennis J, Mondolino admission pro hac vice on behalf of 
pltfs. Signed by Judge Ronald J. Hedges on 4/25/05. (jd, ) (Entered: 
04/25/2005) 


04/25/2005 


15 


Certification of Dennis J. Mondolino on behalf of GLAXO GROUP, etal 
re: admission pro hac vice (jd, ) (Entered: 04/25/2005) 


04/25/2005 


16 


Certification of Robert A. White on behalf of GLAXO GROUP LIMITED, 
etal re: admission pro hac vice of Dennis J. Mondolino (jd, ) (Entered: 
04/25/2005) 
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04/25/2005 


17 


Certification of Lisa M. Ferri on behalf of GLAXO GROUP LIMITED, 
etal Re: admission pro hac vice (jd, ) (Entered: 04/25/2005) 


04/25/2005 


1& 


Certification of Robert A. White on behalf of GLAXO GROUP LIMITED, 
etal (jd, ) (Entered: 04/25/2005) 


04/25/2005 


19 


Certification of Richard C. Pettus on behalf of GLAXO GROUP 
LIMITED, etal re: admission pro hac vice (jd, ) (Entered: 04/25/2005) 


04/25/2005 


20 


Certification of Robert A. White on behalf of GLAXO GROUP LIMITED, 
etal (]d, ) (Entered: 04/25/2005) 


04/25/2005 


21 


Certification of Brian W. Nolan on behalf of GLAXO GROUP LIMITED, 
etal re: admission pro hac vice (jd, ) (Entered: 04/25/2005) 


04/25/2005 


22 


Certification of Robert A. White on behalf of GLAXO GROUP LIMITED, 
etalGd, ) (Entered: 04/25/2005) 


05/18/2005 


23 


STIPULATION of Dismissal by GLAXO GROUP LIMITED, 
SMITHKT INE BEECHAM CORPORATION, GLAXO GROUP 
LIMITED, SMITHKLINE BEECHAM CORPORATION. (WHITE, 
ROBERT) (Entered: 05/1 8/2005) 


05/25/2005 


24 


Stipulation and ORDER of DISMISSAL w/prejudice. Signed by Judge Jose 
L. Linares on 5/24/05. Gd, ) (Entered: 05/25/2005) 
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August 9, 2006 

Marketers of Plavix Outfoxed on a Deal 

By STEPHANIE SAUL 

The generic drug maker Apotex yesterday began shipping a cheaper form of Plavix, the anticlotting agent that 
is one of the world*s best-selling drugs, in an embarrassing setback for the drug's brand-name marketers, 
Sanofi-Aventis and Bristol-Myers Squibb . 

A year ago, analysts had predicted that the companies had a better than 60 percent chance of winning a patent 
dispute with Apotex. But an attempt by the companies to settle the dispute has backfired, opening the way for 
Apotex to enter the market. 

"It looks like a much smaller generic private company completely outmaneuvered two of the giants of the 
pharmaceutical industry," said Gbola Amusa, European pharmaceutical analyst for Sanford C. Bernstein & 
Company. "It's not clear how or why that happened. The reaction from investors and analysts has ranged from 
shock to outright anger." 

The generic version, called clopidogrel, is expected to be available in the United States beginning today at 
prices about 30 percent below the $4-a-day retail price for Plavix. The drug, used for preventing heart attacks 
and strokes, had sales of more than $6 billion last year. 

Shares of Bristol-Myers, which gets nearly one-fifth of its revenue from Plavix, were down 6.85 percent 
yesterday on the prospect of a major erosion of those sales. The American depository receipts of Sanofi, a 
French company that sells Plavix outside the United States, were off by nearly 1 percent. 

Barry Sherman, Apotex's chief executive, predicted that clopidogrel, the biggest-selling drug ever to go generic, 
would mark the "largest and most successfiil launch" of a generic drug in history. Apotex's move into the 
market follows the government's recent rejection of the proposed patent settlement, which Bristol-Myers and 
Sanofi had hoped would keep the generic drug off the market until 2011. 

Despite the government's rejection of the deal, some terms of that agreement remain in effect. And they hold at 
least two significant disadvantages for Bristol and Sanofi. Under the terms, the companies must wait five 
business days before seeking a federal injunction against Apotex's shipments, giving the generic company an 
opportunity to potentially flood the market with its generic drug before a court can step in. 
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The big companies also negotiated away their rights under federal law to seek triple financial damages if they 
eventually win the patent dispute in court. That proviso removed one of the major deterrents to a generic 
competitor's entering the market while a drug is still under patent 

Analysts said the developments raised doubts about the leadership of Bristol-Myers and Sanofi and the wisdon 
of the concessions they had made to Apotex. And because the abortive patent settlement is also now the subjec 
of a federal criminal inquiry, some analysts raised questions about whether Peter R. Dolan, Bristol-Myers's 
chief executive, can survive. 

"On the surface, it doesn't look good," said Jami Rubin, a Morgan Stanley analyst "Credibility, I think, has 
been severely set back." 

In a letter to employees yesterday, Mr. Dolan warned that there would be negative news accounts of the generic 
introduction, but he defended the company's efforts to protect its intellectual properly rights. 

A Bristol-Myers spokesman, Tony Plohoros, said the company was evaluating its legal and commercial options, 
Those could include a decision by the company to drastically lower the price of Plavix or to introduce its own 
generic equivalent 

In a statement, the French company Sanofi said it was also evaluating possible remedies against Apotex, which 
a lawyer for Bristol-Myers accused in court of intentionally sabotaging the deal. 

Mr. Sherman, in a telephone interview, all but ridiculed his two big rivals, saying they had naively agreed to 
conditions that allowed his company to bring its product to market even though the deal was rejected by 
regulators, 

"I think they acted foolishly in a number of ways," said Mr. Sherman, a Toronto billionaire who amassed his 
fortune in the generic drug business. 

Mr. Sherman said that he had never expected the American government to approve the deal, but that he had 
conducted the negotiations in a way to let him push the Apotex drug onto the market. 

Mr. Sherman said Apotex was engaged in an "all-out launch" and has already shipped most of its inventory 
while manufacturing continues. 

Some analysts predicted yesterday that by the time a federal judge in New York could rule on the big 
companies' request to block the drug's sale, based on their patent that runs until late 2011, Apotex could have 
up to $1 bilhon of its product on the market. The decision could take weeks, analysts said. 

Jennifer Luddy, a spokeswoman for Medco Health Solutions, which operates employee-sponsored prescription 
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drug plans, said it would begin sending the drug today to customers who receive mail-order Plavix unless their 
doctor specified the brand-name drug. 

The advent of generic Plavix raises questions among analysts as to whether Bristol-Myers will be forced to cut 
its hefty dividend of $1.12 a year, or 5.28 percent. Mr. Plohoros declined to predict yesterday. 

Shares of Bristol-Myers fell $1.56, to $21.21. The stock is now down 18 percent since the company disclosed las 
month that the Apotex deal was the target of a Justice Department investigation. 

American depository receipts of Sanofi fell 44 cents, to $44.45. 

As part of the federal investigation, the F.B.I. recently searched the offices of Mr. Dolan and Dr. Andrew 
Bodnar, his close adviser. Dr. Bodnar visited Mr. Sherman's Toronto office twice to personally negotiate part oi 
the deal, according to Mr. Sherman. 

The Justice Department is believed to be investigating whether Bristol and Sanofi tried to conceal a so-called 
side deal with Apotex that would not have passed regulatory muster. Both companies have denied doing 
anything improper. 

"Bodnar kept saying that he was in contact with Peter Dolan and Dolan was 100 percent behind whatever he 
was negotiating," Mr. Sherman said yesterday. "Whatever he was doing, whether or not there were side deals 
that were not reported to the F.T.C, I cannot comment on." 

The one-on-one negotiations between Mr. Sherman and Dr. Bodnar, and the search of Bristol-Myers's 
corporate offices on July 26, were elements of the corporate intrigue discussed in court transcripts that were 
unsealed yesterday by United States District Judge Sidney H. Stein in New York. Judge Stein is overseeing the 
patent dispute, which is now expected to go to trial next year. 

In the transcripts of discussions that have taken place before the judge during the past week, a lawyer for 
Bristol-Myers accused Apotex of generating the criminal investigation — and thereby sabotaging the deal — by 
providing false information to the federal government. 

"The best evidence we have, the best information we have, is that that occurred as a result of something that 
Apotex said to the government, which we believe to be untrue," Evan Chesler, a lawyer for Bristol-Myers, said 
during the court proceedings. 

In the telephone interview yesterday, Mr. Sherman declined to comment on what Apotex had or had not told 
the government. But he said he never expected the deal to clear regulatory review and went along with it simply 
to position his company to enter the market with its generic. Mr. Sherman said he viewed efforts by brand- 
name companies to extend monopolies through settlement negotiations as "outrageous." 
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"Our focus was to get the concession that would enable us to launch, when the F.T.C, turned us down," Mr. 
Sherman said. 

The decision by Apotex to sell generic Plavix follows several years of patent litigation among the companies. In 
January, with that litigation continuing, the Food and Drug Administration approved Apotex's formulation of 
generic Plavix. 

In March, the parties announced they had reached an agreement. Apotex was given the right to sell the generic 
drug in September 2011, several months before the patent was set to expire, and Bristol-Myers and Sanofi 
agreed to pay the company $40 million. The bigger companies also agreed not to issue their own generic 
version until six months after Apotex began marketing it 

The agreement was revised after objections by antitrust regulators, including state attorneys general and the 
Federal Trade Commission. Notably, the revised agreement that was submitted to regulators allowed Apotex tc 
begin marketing in June 2011 and omitted the provision that Bristol-Myers and Sanofi would not market their 
own generic during the first six months Apotex was on the market. 

The two big companies also agreed to honor the concessions — the five-day delay in a request for an injunction 
and the waiver of triple damages — even if the government rejected the deal. "They were so intent on extending 
their monopoly out for five years and ultimately blind to the idea" that government officials would turn it 
down, Mr. Sherman said. 

"What they should have done, if they were smart," he said, "they should have said, 'Well stand on our rights. 
We'll fight in court.' That's what they should have said." 

Copyright 2006 The New York Times Company 
Privacy Policy | Search | Corrections | HJJQj | HgiC I Contact Us | Work for Us | Site Map 



